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Briefings on how to use the Federal Register

For information on briefings in Washington, DC, and New
York City, see announcement on the inside cover of this
issue.
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Now Available Online via
GPO Access

Free online access to the official editions of the Federal
Register, the Code of Federal Regulations and other Federal
Register publications is available on GPO Access, a service
of the U.S. Government Printing Office at:

http://www.access.gpo.gov/naral/index.html

For additiona information on GPO Access products,
services and access methods, see page |l or contact the
GPO Access User Support Team via:

O Phone: toll-free: 1-888-293-6498

O Email: gpoaccess@gpo.gov

Attention: Federal Agencies
Plain Language Tools Are Now Available

The Office of the Federal Register offers Plain Language
Tools on its Website to help you comply with the
President’s Memorandum of June 1, 1998—Plain Language
in Government Writing (63 FR 31883, June 10, 1998). Our
address is: http://www.nara.gov/fedreg

For more in-depth guidance on the elements of plain
language, read ‘*Writing User-Friendly Documents”’ on the
National Partnership for Reinventing Government (NPR)
Website at: http://www.plainlanguage.gov
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The FEDERAL REGISTER is published daily, Monday through
Friday, except official holidays, by the Office of the Federal
Register, National Archives and Records Administration,
Washington, DC 20408, under the Federal Register Act (44 U.S.C.
Ch. 15) and the regulations of the Administrative Committee of
the Federal Register (1 CFR Ch. I). The Superintendent of
Documents, U.S. Government Printing Office, Washington, DC
20402 is the exclusive distributor of the official edition.

The Federal Register provides a uniform system for making
available to the public regulations and legal notices issued by
Federal agencies. These include Presidential proclamations and
Executive Orders, Federal agency documents having general
applicability and legal effect, documents required to be published
by act of Congress, and other Federal agency documents of public
interest.

Documents are on file for public inspection in the Office of the
Federal Register the day before they are published, unless the
issuing agency requests earlier filing. For a list of documents
currently on file for public inspection, see http://www.nara.gov/
fedreg.

The seal of the National Archives and Records Administration
authenticates the Federal Register as the official serial publication
established under the Federal Register Act. Under 44 U.S.C. 1507,
the contents of the Federal Register shall be judicially noticed.

The Federal Register is published in paper and on 24x microfiche.
It is also available online at no charge as one of the databases
on GPO Access, a service of the U.S. Government Printing Office.

The online edition of the Federal Register is issued under the
authority of the Administrative Committee of the Federal Register
as the official legal equivalent of the paper and microfiche editions
(44 U.S.C. 4101 and 1 CFR 5.10). It is updated by 6 a.m. each

day the Federal Register is published and it includes both text

and graphics from Volume 59, Number 1 (January 2, 1994) forward.

GPO Access users can choose to retrieve online Federal Register
documents as TEXT (ASCII text, graphics omitted), PDF (Adobe
Portable Document Format, including full text and all graphics),

or SUMMARY (abbreviated text) files. Users should carefully check
retrieved material to ensure that documents were properly
downloaded.

On the World Wide Web, connect to the Federal Register at http:/
/www.access.gpo.gov/nara. Those without World Wide Web access
can also connect with a local WAIS client, by Telnet to
swais.access.gpo.gov, or by dialing (202) 512-1661 with a computer
and modem. When using Telnet or modem, type swais, then log

in as guest with no password.

For more information about GPO Access, contact the GPO Access
User Support Team by E-mail at gpoaccess@gpo.gov; by fax at
(202) 512-1262; or call (202) 512—-1530 or 1-888-293—-6498 (toll
free) between 7 a.m. and 5 p.m. Eastern time, Monday—Friday,
except Federal holidays.

The annual subscription price for the Federal Register paper
edition is $555, or $607 for a combined Federal Register, Federal
Register Index and List of CFR Sections Affected (LSA)
subscription; the microfiche edition of the Federal Register
including the Federal Register Index and LSA is $220. Six month
subscriptions are available for one-half the annual rate. The charge
for individual copies in paper form is $8.00 for each issue, or
$8.00 for each group of pages as actually bound; or $1.50 for

each issue in microfiche form. All prices include regular domestic
postage and handling. International customers please add 25% for
foreign handling. Remit check or money order, made payable to
the Superintendent of Documents, or charge to your GPO Deposit
Account, VISA, MasterCard or Discover. Mail to: New Orders,
Superintendent of Documents, P.O. Box 371954, Pittsburgh, PA
15250-7954.

There are no restrictions on the republication of material appearing
in the Federal Register.

How To Cite This Publication: Use the volume number and the
page number. Example: 63 FR 12345.

Printed on recycled paper.

SUBSCRIPTIONS AND COPIES

PUBLIC
Subscriptions:
Paper or fiche 202-512-1800
Assistance with public subscriptions 512-1806
General online information 202-512-1530; 1-888-293-6498
Single copies/back copies:

Paper or fiche 512-1800
Assistance with public single copies 512-1803
FEDERAL AGENCIES
Subscriptions:
Paper or fiche 523-5243
Assistance with Federal agency subscriptions 523-5243

FEDERAL REGISTER WORKSHOP

THE FEDERAL REGISTER: WHAT IT IS AND
HOW TO USE IT

FOR: Any person who uses the Federal Register and Code of Federal
Regulations.
WHO: Sponsored by the Office of the Federal Register.

WHAT: Free public briefings (approximately 3 hours) to present:
1. The regulatory process, with a focus on the Federal Register
system and the public’s role in the development regulations.
2. The relationship between the Federal Register and Code
of Federal Regulations.
3. The important elements of typical Federal Register
documents.
4. An introduction to the finding aids of the FR/CFR system.
WHY: To provide the public with access to information necessary to
research Federal agency regulations which directly affect them.
There will be no discussion of specific agency regulations.

WASHINGTON, DC

September 15, 1998 at 9:00 a.m.

Office of the Federal Register
Conference Room,

800 North Capitol Street, N.W.
Washington, DC

(3 blocks north of Union Station Metro)
RESERVATIONS: 202-523-4538

NEW YORK CITY

September 22, 1998 at 9:00 a.m.
National Archives—Northeast Region
201 Varick Street, 12th Floor

New York, New York
RESERVATIONS: 1-800-688-9889 x 0

(Federal Information Center)

WHEN:
WHERE:

WHEN:
WHERE:
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Rules and Regulations

Federal Register

Vol. 63, No. 176
Friday, September 11, 1998

This section of the FEDERAL REGISTER
contains regulatory documents having general
applicability and legal effect, most of which
are keyed to and codified in the Code of
Federal Regulations, which is published under
50 titles pursuant to 44 U.S.C. 1510.

The Code of Federal Regulations is sold by
the Superintendent of Documents. Prices of
new books are listed in the first FEDERAL
REGISTER issue of each week.

DEPARTMENT OF THE TREASURY

Office of the Comptroller of the
Currency

12 CFR Part 3
[Docket No. 98-12]
RIN 1557-AB14

FEDERAL RESERVE SYSTEM

12 CFR Parts 208 and 225
[Regulations H and Y; Docket No. R—0982]

FEDERAL DEPOSIT INSURANCE
CORPORATION

12 CFR Part 325
RIN 3064-AC11

DEPARTMENT OF THE TREASURY
Office of Thrift Supervision

12 CFR Part 567
[Docket No. 98-75]
RIN 1550-AB11

Risk-Based Capital Standards:
Unrealized Holding Gains on Certain
Equity Securities; Correction

AGENCIES: Office of the Comptroller of
the Currency, Treasury; Board of
Governors of the Federal Reserve
System; Federal Deposit Insurance
Corporation; and Office of Thrift
Supervision, Treasury.

ACTION: Final rule; correction.

SUMMARY: On September 1, 1998, the
Agencies published a final rule to
amend their respective risk-based
capital standards for banks, bank
holding companies, and thrifts
(institutions) with regard to the
regulatory capital treatment of
unrealized holding gains on certain
equity securities (63 FR 46517). This
document corrects an error in the
SUPPLEMENTARY INFORMATION section of
the final rule.

DATES: This final rule is effective
October 1, 1998. The Agencies will not
object if an institution wishes to apply
the provisions of this final rule
beginning on September 1, 1998.
FOR FURTHER INFORMATION CONTACT:
Jenetha M. Hickson, Alternate Liaison
Officer, (202) 898-3807.
SUPPLEMENTARY INFORMATION: The
Agencies’ final rule, as published on
September 1, 1998, at 63 FR 46518,
contains an incomplete footnote.
Accordingly, on page 46518, in the third
column, footnote 2 is corrected to read
as follows:

2Each Agency'’s risk-based capital
standards contain more detailed descriptions
of core and supplementary capital. See 12
CFR Part 3, Appendix A, for national banks;
12 CFR Part 208, Appendix A, for state
member banks; 12 CFR Part 225, Appendix
A, for bank holding companies; 12 CFR Part
325, Appendix A, for state nonmember
banks; and 12 CFR Part 567 for savings
associations.

Dated: September 3, 1998.
Mark J. Tenhundfeld,

Assistant Director, Legislative and Regulatory
Activities Division, Office of the Comptroller
of the Currency.

By order of the Board of Governors of the
Federal Reserve System, September 3, 1998.
Robert deV. Frierson,

Associate Secretary of the Board.

Dated: August 25, 1998.
Federal Deposit Insurance Corporation
Robert E. Feldman,
Executive Secretary.

Dated: September 2, 1998.

By the Office of Thrift Supervision.
Mary H. Gottlieb,
Federal Register Liaison Officer.
[FR Doc. 98-24453 Filed 9-10-98; 8:45am]

BILLING CODE 4810-33-P; 6210-01-P; 6714-01-P;
6720-01-P

DEPARTMENT OF TRANSPORTATION
Federal Aviation Administration

14 CFR Part 39

[Docket No. 97-ANE-50-AD; Amendment
39-10728; AD 98-18-12-AD]

RIN 2120-AA64

Airworthiness Directives; Textron
Lycoming Fuel Injected Reciprocating
Engines

AGENCY: Federal Aviation
Administration, DOT.

ACTION: Final rule; request for
comments.

SUMMARY: This amendment adopts a
new airworthiness directive (AD) that is
applicable to certain Textron Lycoming
fuel injected reciprocating engines with
certain Crane/Lear Romec “AN" rotary
fuel pumps installed. This action
requires initial and repetitive torque
check inspections of pump relief valve
attaching screws. In addition, if the
torque remains within acceptable values
after two inspections, the repetitive
torque check inspections may be
terminated. This amendment is
prompted by reports of inflight engine
fires caused by leaking rotary fuel
pumps. The actions specified in this AD
are intended to prevent rotary fuel
pump leaks, which could result in an
engine failure, engine fire, and damage
to or loss of the aircraft.

DATES: Effective September 28, 1998.

The incorporation by reference of
certain publications listed in the
regulations is approved by the Director
of the Federal Register as of September
28, 1998.

Comments for inclusion in the Rules
Docket must be received on or before
November 10, 1998.

ADDRESSES: Submit comments in
triplicate to the Federal Aviation
Administration (FAA), New England
Region, Office of the Regional Counsel,
Attention: Rules Docket No. 97-ANE-
50-AD, 12 New England Executive Park,
Burlington, MA 01803-5299. Comments
may also be sent via the Internet using
the following address: **9-ad-
engineprop@faa.dot.gov”’. Comments
sent via the Internet must contain the
docket number in the subject line.

The service information referenced in
this AD may be obtained from Textron
Lycoming, 652 Oliver St., Williamsport,
PA 17701; telephone (717) 327-7080,
fax (717) 327-7100. This information
may be examined at the FAA, New
England Region, Office of the Regional
Counsel, 12 New England Executive
Park, Burlington, MA; or at the Office of
the Federal Register, 800 North Capitol
Street, NW., suite 700, Washington, DC.

FOR FURTHER INFORMATION CONTACT: Ray
O’Neill, Aerospace Engineer, New York
Aircraft Certification Office, FAA,
Engine and Propeller Directorate, 10
Fifth St., 3rd Floor, Valley Stream, NY
11581-1200; telephone (516) 256-7505,
fax (516) 568-2716.
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SUPPLEMENTARY INFORMATION: The
Federal Aviation Administration (FAA)
has received reports of three engine fires
and six other fuel leakage events on
certain Textron Lycoming fuel injected
reciprocating engines with Crane/Lear
Romec “AN” rotary fuel pumps, model
series RG9080, RG9570, and RG17980,
installed. The investigations revealed
that the rotary fuel pumps were leaking
past the fuel pump relief valve gasket.
The fuel pump valve cover screws had
become loose, possibly due to gasket
compression set (permanent
deformation) or screw yield. If the
torque loosens due to gasket
compression set, once the torque is
reset, it may not loosen again. Therefore,
this AD allows for termination of
repetitive torque checks if the torque
meets specifications during two follow-
up checks after being reset. This
condition, if not corrected, could result
in rotary fuel pump leaks, which could
result in an engine failure, engine fire,
and damage to or loss of the aircraft.

The FAA has reviewed and approved
the technical contents of Textron
Lycoming Service Bulletin (SB) No. 529,
dated December 1, 1997, that describes
procedures for torque check inspections
of pump relief valve attaching screws.

Since an unsafe condition has been
identified that is likely to exist or
develop on other engines of the same
type design, this AD is being issued to
prevent rotary fuel pump leaks. This AD
requires initial and repetitive torque
check inspections of pump relief valve
attaching screws. In addition, if the
torque remains within acceptable values
after two inspections, the repetitive
torque check inspections may be
terminated. The manufacturer is
developing a modification to the rotary
fuel pump with a more resilient gasket
material that does not exhibit these
permanent set characteristics, so future
rulemaking may be forthcoming
requiring this modification as a
terminating action to the repetitive
inspections required if the torque does
not remain within the values stated by
the SB. The actions are required to be
accomplished in accordance with the
SB described previously.

Since a situation exists that requires
the immediate adoption of this
regulation, it is found that notice and
opportunity for prior public comment
hereon are impracticable, and that good
cause exists for making this amendment
effective in less than 30 days.

Comments Invited

Although this action is in the form of
a final rule that involves requirements
affecting flight safety and, thus, was not
preceded by notice and an opportunity

for public comment, comments are
invited on this rule. Interested persons
are invited to comment on this rule by
submitting such written data, views, or
arguments as they may desire.
Communications should identify the
Rules Docket number and be submitted
in triplicate to the address specified
under the caption ADDRESSES. All
communications received on or before
the closing date for comments will be
considered, and this rule may be
amended in light of the comments
received. Factual information that
supports the commenter’s ideas and
suggestions is extremely helpful in
evaluating the effectiveness of the AD
action and determining whether
additional rulemaking action would be
needed.

Comments are specifically invited on
the overall regulatory, economic,
environmental, and energy aspects of
the rule that might suggest a need to
modify the rule. All comments
submitted will be available, both before
and after the closing date for comments,
in the Rules Docket for examination by
interested persons. A report that
summarizes each FAA-public contact
concerned with the substance of this AD
will be filed in the Rules Docket.

Commenters wishing the FAA to
acknowledge receipt of their comments
submitted in response to this notice
must submit a self-addressed, stamped
postcard on which the following
statement is made: ““Comments to
Docket Number 97-ANE-50-AD.” The
postcard will be date stamped and
returned to the commenter.

The regulations adopted herein will
not have substantial direct effects on the
States, on the relationship between the
national government and the States, or
on the distribution of power and
responsibilities among the various
levels of government. Therefore, in
accordance with Executive Order 12612,
it is determined that this final rule does
not have sufficient federalism
implications to warrant the preparation
of a Federalism Assessment.

The FAA has determined that this
regulation is an emergency regulation
that must be issued immediately to
correct an unsafe condition in aircraft,
and is not a *‘significant regulatory
action” under Executive Order 12866. It
has been determined further that this
action involves an emergency regulation
under DOT Regulatory Policies and
Procedures (44 FR 11034, February 26,
1979). If it is determined that this
emergency regulation otherwise would
be significant under DOT Regulatory
Policies and Procedures, a final
regulatory evaluation will be prepared
and placed in the Rules Docket. A copy

of it, if filed, may be obtained from the
Rules Docket at the location provided
under the caption ADDRESSES.

List of Subjects in 14 CFR Part 39

Air transportation, Aircraft, Aviation
safety, Incorporation by reference,
Safety.

Adoption of the Amendment

Accordingly, pursuant to the
authority delegated to me by the
Administrator, the Federal Aviation
Administration amends part 39 of the
Federal Aviation Regulations (14 CFR
part 39) as follows:

PART 39—AIRWORTHINESS
DIRECTIVES

1. The authority citation for part 39
continues to read as follows:

Authority: 49 U.S.C. 106(g), 40113, 44701.

§39.13 [Amended]

2. Section 39.13 is amended by
adding the following new airworthiness
directive:

98-18-12-AD Textron Lycoming:
Amendment 39-10728. Docket 97-ANE—
50-AD.

Applicability: Textron Lycoming 10-320,
L10-320, 10-360, HI0-360, TIO-360, LTIO-
360, GO-435, GO-480, IGO-480-A1B6, 10—
540, IGO-540, AEIO-540, HIO-540, TIO-
540, LTIO-540, TIGO-541, 10-720, and TIO—
720 fuel injected reciprocating engines, with
Crane/Lear Romec “AN” rotary fuel pump
model series, RG9080, RG9570, and RG17980
installed. These engines are installed on but
not limited to fuel injected, reciprocating
engine powered aircraft manufactured by
Cessna, The New Piper, Inc., Mooney,
Raytheon (Beech), Bellanca, Champion,
Partenavia, Rockwell, Schweizer, Enstrom,
Aerospatiale (SOCATA), Maule, Aero
Commander, Helio, Hiller, and Pacific
Aerospace Corp.

Note 1: This airworthiness directive (AD)
applies to each engine identified in the
preceding applicability provision, regardless
of whether it has been modified, altered, or
repaired in the area subject to the
requirements of this AD. For engines that
have been modified, altered, or repaired so
that the performance of the requirements of
this AD is affected, the owner/operator must
request approval for an alternative method of
compliance in accordance with paragraph (b)
of this AD. The request should include an
assessment of the effect of the modification,
alteration, or repair on the unsafe condition
addressed by this AD; and, if the unsafe
condition has not been eliminated, the
request should include specific proposed
actions to address it.

Compliance: Required as indicated, unless
accomplished previously.

To prevent rotary fuel pump leaks, which
could result in an engine failure, engine fire,
and damage to or loss of the aircraft,
accomplish the following:
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(a) Perform initial and repetitive torque
check inspections of pump relief valve
attaching screws in accordance with the
Accomplishment Instructions of Textron
Lycoming Service Bulletin (SB) No. 529,
dated December 1, 1997, as follows:

(1) Within 10 hours time in service (TIS),
or 30 days after the effective date of this AD,
whichever occurs first, perform the initial
torque check inspection. If the torque does
not meet the specifications in Textron
Lycoming SB No. 529, dated December 1,
1997, tighten screws to the required torque in
accordance with that SB.

(2) Perform a follow-up torque check
inspection after accumulating 50 hours TIS,
or 6 months since the initial torque check
inspection, whichever occurs first. If the
torque does not meet the specification in
Textron Lycoming SB No. 529, dated
December 1, 1997, during this follow-up
inspection, tighten screws to the required
torque in accordance with that SB.

(3) Continue the repetitive torque check
inspections required by paragraph (a)(2) of
this AD until:

(i) The accumulation of 100 hours TIS
since the initial inspection with the torque
remaining within the SB specification for 50
hours TIS; or

(ii) The torque meets the SB specification
during the initial inspection and a
subsequent inspection taking place at least 50
hours TIS later.

(b) An alternative method of compliance or
adjustment of the compliance time that
provides an acceptable level of safety may be
used if approved by the Manager, New York
Aircraft Certification Office. Operators shall
submit their requests through an appropriate
FAA Principal Maintenance Inspector, who
may add comments and then send it to the
Manager, New York Aircraft Certification
Office.

Note 2: Information concerning the
existence of approved alternative methods of
compliance with this airworthiness directive,
if any, may be obtained from the New York
Aircraft Certification Office.

(c) Special flight permits may be issued in
accordance with sections 21.197 and 21.199
of the Federal Aviation Regulations (14 CFR
21.197 and 21.199) to operate the aircraft to
a location where the requirements of this AD
can be accomplished.

(d) The actions required by this AD shall
be done in accordance with the following
Textron Lycoming SB:

Document No. Pages Date
529 i 1-6 | December 1,

1997.
Total Pages: 6.

This incorporation by reference was
approved by the Director of the Federal
Register in accordance with 5 U.S.C.
552(a) and 1 CFR part 51. Copies may
be obtained from Textron Lycoming,
652 Oliver St., Williamsport, PA 17701;
telephone (717) 327-7080, fax (717)
327-7100. Copies may be inspected at
the FAA, New England Region, Office of
the Regional Counsel, 12 New England

Executive Park, Burlington, MA; or at
the Office of the Federal Register, 800
North Capitol Street, NW., suite 700,
Washington, DC.

(e) This amendment becomes effective
on September 28, 1998.

Issued in Burlington, Massachusetts, on
September 1, 1998.
Jay J. Pardee,

Manager, Engine and Propeller Directorate,
Aircraft Certification Service.

[FR Doc. 98-24184 Filed 9-10-98; 8:45 am]
BILLING CODE 4910-13-U

DEPARTMENT OF TRANSPORTATION
Federal Aviation Administration

14 CFR Part 39

[Docket No. 98—ANE—-44-AD; Amendment
39-10752; AD 98-19-10]

RIN 2120-AA64

Airworthiness Directives; CFM
International CFM56-3, —3B, and —3C
Series Turbofan Engines

AGENCY: Federal Aviation
Administration, DOT.

ACTION: Final rule; request for
comments.

SUMMARY: This amendment adopts a
new airworthiness directive (AD) that is
applicable to CFM International (CFMI)
CFM56-3, —3B, and —3C series turbofan
engines. This action requires, on aircraft
with two affected engines installed,
removal of one affected engine from an
aircraft, and replacement with a
serviceable engine, or replacement of a
suspect accessory gearbox (AGB) starter
gearshaft with a serviceable gearshaft
within 350 hours time in service (TIS)
after the effective date of this AD, or by
September 1, 1998, whichever occurs
first. This action also requires, on
aircraft with only one affected engine
installed, removal of the affected engine
from the aircraft, and replacement with
a serviceable engine , or replacement of
thea suspect starter gearshaft with a
serviceable gearshaft within 2,100 hours
TIS after the effective date of this AD,
or by February 1, 1999, whichever
occurs first. This amendment is
prompted by reports of two inflight
engine shutdowns caused by an AGB
starter gearshaft failure. The actions
specified in this AD are intended to
prevent an AGB starter gearshaft failure,
which can result in an inflight engine
shutdown, and on aircraft with two
affected engines installed, possible dual
inflight engine shutdown and forced
landing.

DATES: Effective September 28, 1998.

The incorporation by reference of
certain publications listed in the
regulations is approved by the Director
of the Federal Register as of September
28, 1998.

Comments for inclusion in the Rules
Docket must be received on or before
November 10, 1998.

ADDRESSES: Submit comments in
triplicate to the Federal Aviation
Administration (FAA), New England
Region, Office of the Regional Counsel,
Attention: Rules Docket No. 98—ANE—
44—-AD, 12 New England Executive Park,
Burlington, MA 01803-5299. Comments
may also be sent via the Internet using
the following address: ‘‘9-ad-
engineprop@faa.dot.gov”’. Comments
sent via the Internet must contain the
docket number in the subject line.

The service information referenced in
this AD may be obtained from CFM
International, Technical Publications
Department, 1 Neumann Way,
Cincinnati, OH 45215; telephone (513)
552-2981, fax (513) 552—2816. This
information may be examined at the
FAA, New England Region, Office of the
Regional Counsel, 12 New England
Executive Park, Burlington, MA; or at
the Office of the Federal Register, 800
North Capitol Street, NW., suite 700,
Washington, DC.

FOR FURTHER INFORMATION CONTACT:
Glorianne Messemer, Aerospace
Engineer, Engine Certification Office,
FAA, Engine and Propeller Directorate,
12 New England Executive Park,
Burlington, MA 01803-5299; Telephone
(781) 238-7132, Fax (781) 238-7199.
SUPPLEMENTARY INFORMATION: The
Federal Aviation Administration (FAA)
has received reports of two inflight
engine shutdowns on CFM International
(CFMI) CFM56-3, —3B, and —3C series
turbofan engines. The investigation
revealed that the inflight engine
shutdowns were caused by an accessory
gearbox (AGB) starter gearshaft failure.
The investigation revealed that the
gearshafts failed due to inadequate
fatigue capability caused by high
residual tensile stresses introduced
during the manufacturing process,
coupled with the elimination of
shotpeening in the gearshaft hub. The
manufacturing process has since been
modified. The starter gearshaft, part
number 335-302-503-0, involved in the
events are included in a lot of 426 parts
that have since been identified by the
manufacturer as being installed on
engines identified by engine serial
number (ESN). This condition, if not
corrected, could result in an AGB starter
gearshaft failure, which can result in an
inflight engine shutdown, and on
aircraft with two affected engines
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installed, possible dual inflight engine
shutdown and forced landing.

The FAA has reviewed and approved
the technical contents of CFMI CFM56—
3/-3B/-3C Service Bulletin (SB) No. 72—
877, Revision 1, dated June 15, 1998,
that describes procedures for
identification of affected engines by
ESN, and replacement of a suspect
starter gearshaft with a serviceable part.

Since an unsafe condition has been
identified that is likely to exist or
develop on other engines of the same
type design, this AD is being issued to
prevent a dual inflight engine
shutdown. This AD requires, within 350
hours time in service (TIS) after the
effective date of this AD, or by October
1, 1998, whichever occurs first, on
aircraft with two affected engines
installed, removal of one affected engine
from an aircraft, and replacement with
a serviceable engine, or replacement of
a suspect starter gearshaft with a
serviceable part. This AD also requires,
within 2,100 hours TIS after the
effective date of this AD, or by February
1, 1999, whichever occurs first, on
aircraft with only one affected engine
installed, removal of the affected engine
from the aircraft, and replacement with
a serviceable engine, or removal of the
suspect starter gearshaft and
replacement with a serviceable part. The
calendar end-dates were determined
based upon risk analysis and parts
availability. In addition, this AD
requires reporting to the FAA if the ESN
listed in Table 1 of the SB does not
directly correspond to the adjoining
starter gear shaft serial number in order
to verify that all affected parts have been
removed from service. The actions are
required to be accomplished in
accordance with the SB described
previously.

Since a situation exists that requires
the immediate adoption of this
regulation, it is found that notice and
opportunity for prior public comment
hereon are impracticable, and that good
cause exists for making this amendment
effective in less than 30 days.

Comments Invited

Although this action is in the form of
a final rule that involves requirements
affecting flight safety and, thus, was not
preceded by notice and an opportunity
for public comment, comments are
invited on this rule. Interested persons
are invited to comment on this rule by
submitting such written data, views, or
arguments as they may desire.
Communications should identify the
Rules Docket number and be submitted
in triplicate to the address specified
under the caption ADDRESSES. All
communications received on or before

the closing date for comments will be
considered, and this rule may be
amended in light of the comments
received. Factual information that
supports the commenter’s ideas and
suggestions is extremely helpful in
evaluating the effectiveness of the AD
action and determining whether
additional rulemaking action would be
needed.

Comments are specifically invited on
the overall regulatory, economic,
environmental, and energy aspects of
the rule that might suggest a need to
modify the rule. All comments
submitted will be available, both before
and after the closing date for comments,
in the Rules Docket for examination by
interested persons. A report that
summarizes each FAA-public contact
concerned with the substance of this AD
will be filed in the Rules Docket.

Commenters wishing the FAA to
acknowledge receipt of their comments
submitted in response to this notice
must submit a self-addressed, stamped
postcard on which the following
statement is made: ““Comments to
Docket Number 98—ANE-44—-AD.” The
postcard will be date stamped and
returned to the commenter.

The regulations adopted herein will
not have substantial direct effects on the
States, on the relationship between the
national government and the States, or
on the distribution of power and
responsibilities among the various
levels of government. Therefore, in
accordance with Executive Order 12612,
it is determined that this final rule does
not have sufficient federalism
implications to warrant the preparation
of a Federalism Assessment.

The FAA has determined that this
regulation is an emergency regulation
that must be issued immediately to
correct an unsafe condition in aircraft,
and is not a *‘significant regulatory
action” under Executive Order 12866. It
has been determined further that this
action involves an emergency regulation
under DOT Regulatory Policies and
Procedures (44 FR 11034, February 26,
1979). If it is determined that this
emergency regulation otherwise would
be significant under DOT Regulatory
Policies and Procedures, a final
regulatory evaluation will be prepared
and placed in the Rules Docket. A copy
of it, if filed, may be obtained from the
Rules Docket at the location provided
under the caption ADDRESSES.

List of Subjects in 14 CFR Part 39

Air transportation, Aircraft, Aviation
safety, Incorporation by reference,
Safety.

Adoption of the Amendment

Accordingly, pursuant to the
authority delegated to me by the
Administrator, the Federal Aviation
Administration amends part 39 of the
Federal Aviation Regulations (14 CFR
part 39) as follows:

PART 39—AIRWORTHINESS
DIRECTIVES

1. The authority citation for part 39
continues to read as follows:

Authority: 49 U.S.C. 106(g), 40113, 44701.

§39.13 [Amended]

2. Section 39.13 is amended by
adding the following new airworthiness
directive:

98-19-10 CFM International: Amendment
39-10752 Docket 98—ANE-44—-AD.

Applicability: CFM International (CFMI)
CFM56-3, —3B, and —3C series turbofan
engines, having any of the engine serial
numbers (ESNs) identified in Table 1 of
CFMI CFM56-3/-3B/-3C Service Bulletin
(SB) No. 72-877, Revision 1, dated June 15,
1998. These engines are installed on but not
limited to Boeing 737 series aircraft.

NOTE 1: This airworthiness directive (AD)
applies to each engine identified in the
preceding applicability provision, regardless
of whether it has been modified, altered, or
repaired in the area subject to the
requirements of this AD. For engines that
have been modified, altered, or repaired so
that the performance of the requirements of
this AD is affected, the owner/operator must
request approval for an alternative method of
compliance in accordance with paragraph (d)
of this AD. The request should include an
assessment of the effect of the modification,
alteration, or repair on the unsafe condition
addressed by this AD; and, if the unsafe
condition has not been eliminated, the
request should include specific proposed
actions to address it.

Compliance: Required as indicated, unless
accomplished previously.

To prevent an accessory gearbox (AGB)
starter gearshaft failure, which can result in
an inflight engine shutdown, and on aircraft
with two affected engines installed, possible
dual inflight engine shutdown and forced
landing, accomplish the following:

(a) On aircraft with two affected engines
installed, remove one affected engine from
the aircraft, and replace with a serviceable
engine not identified by ESN in Table 1 of
CFMI CFM56-3/-3B/-3C SB No. 72-877,
Revision 1, dated June 15, 1998, or replace
the suspect starter gearshaft on one of the
engines with a serviceable gearshaft, in
accordance with the Accomplishment
Instructions of CFMI CFM56-3/-3B/-3C SB
No. 72-877, Revision 1, dated June 15, 1998;
within 350 hours time in service (TIS) after
the effective date of this AD, or by October
1, 1998, whichever occurs first. Thereafter,
for the remaining engine, replace suspect
starter gearshafts in accordance with
paragraph (b) of this AD.

(b) On aircraft with only one affected
engine installed, remove the affected engine
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from the aircraft, and replace with a
serviceable engine not identified by ESN in
Table 1 of CFMI CFM56-3/-3B/-3C SB No.
72-877, Revision 1, dated June 15, 1998, or
replace the suspect starter gearshaft with a
serviceable gearshaft, in accordance with the
Accomplishment Instructions of CFMI
CFM56-3/-3B/-3C SB No. 72-877, Revision
1, dated June 15, 1998; within 2,100 hours
TIS after the effective date of this AD, or by
February 1, 1999, whichever occurs first.

(c) Report within 5 working days of
replacement of the starter gearshaft to the
FAA if the ESN listed in Table 1 of CFMI
CFM56-3/-3B/-3C SB No. 72-877, Revision
1, dated June 15, 1998, does not directly
correspond to the adjoining starter gear shaft

serial number to verify that all affected parts
have been removed from service. Report to
the Manager, Engine Certification Office,
FAA, Engine and Propeller Directorate, 12
New England Executive Park, Burlington,
MA 01803-5299; Fax (781) 238-7199.
Reporting requirements have been approved
by the Office of Management and Budget and
assigned OMB control number 2120-0056.
(d) An alternative method of compliance or
adjustment of the compliance time that
provides an acceptable level of safety may be
used if approved by the Manager, Engine
Certification Office. Operators shall submit
their requests through an appropriate FAA
Principal Maintenance Inspector, who may

add comments and then send it to the
Manager, Engine Certification Office.

Note 2: Information concerning the
existence of approved alternative methods of
compliance with this airworthiness directive,
if any, may be obtained from the Engine
Certification Office.

(e) Special flight permits may be issued in
accordance with sections 21.197 and 21.199
of the Federal Aviation Regulations (14 CFR
21.197 and 21.199) to operate the aircraft to
a location where the requirements of this AD
can be accomplished.

(f) The actions required by this AD shall be
done in accordance with the following CFMI
CFM56-3/-3B/-3C SB:

Document No. Pages Revision Date
S I A T PO T PP T PP PP VRO POPPRPPN 1-49 1 | June 15, 1998.
Bl ez I o F= o TS TP PP PP PP PPUPUPPRPTORE 49.

This incorporation by reference was
approved by the Director of the Federal
Register in accordance with 5 U.S.C.
552(a) and 1 CFR part 51. Copies may
be obtained from CFM International,
Technical Publications Department, 1
Neumann Way, Cincinnati, OH 45215;
telephone (513) 552-2981, fax (513)
552-2816. Copies may be inspected at
the FAA, New England Region, Office of
the Regional Counsel, 12 New England
Executive Park, Burlington, MA; or at
the Office of the Federal Register, 800
North Capitol Street, NW., suite 700,
Washington, DC.

(9) This amendment becomes effective
on September 28, 1998.

Issued in Burlington, Massachusetts, on
September 2, 1998.

David A. Downey,

Assistant Manager, Engine and Propeller
Directorate, Aircraft Certification Service.

[FR Doc. 98-24183 Filed 9-10-98; 8:45 am]
BILLING CODE 4910-13-U

DEPARTMENT OF TRANSPORTATION
Federal Aviation Administration

14 CFR Part 71
[Airspace Docket No. 98—ANE-93]

Establishment of Class E Airspace;
Fitchburg, MA

AGENCY: Federal Aviation
Administration (FAA), DOT.

ACTION: Direct final rule; confirmation of
effective date.

SUMMARY: This notice confirms the
effective date of a direct final rule which
establishes a Class E airspace area at
Fitchburg, MA, to provide for adequate
controlled airspace for those aircraft
using the new GPS RWY 32 Instrument

Approach Procedure to Fitchburg
Municipal Airport, Fitchburg, MA
(KFIT).

EFFECTIVE DATE: The direct final rule
published at 63 FR 40173 is effective
0901 UTC, October 8, 1998.

FOR FURTHER INFORMATION CONTACT:

David T. Bayley, Airspace Branch,
ANE-520.3, New England Executive
Park, Burlington, MA 01803-5299;
telephone (781) 238-7523; fax (781)
238-7596.

SUPPLEMENTARY INFORMATION: The FAA
published this direct final rule with a
request for comments in the Federal
Register on July 28, 1998 (63 FR 40173).
The FAA uses the direct final
rulemaking procedure for a non-
controversial rule where the FAA
believes that there will be no adverse
public comment. This direct final rule
advised the public that no adverse
comments were anticipated, and that
unless a written adverse comment, or a
written notice of intent to submit such
an adverse comment, were received
within the comment period, the
regulation would become effective on
October 8, 1998. No adverse comments
were received, and thus this notice
confirms that this direct rule will
become effective on that date.

Issued in Burlington, MA, on September 3,
1998.
Bill Peacock,

Manager, Air Traffic Division, New England
Region.

[FR Doc. 98-24421 Filed 9-10-98; 8:45 am]
BILLING CODE 4910-13-M

DEPARTMENT OF TRANSPORTATION
Federal Aviation Administration

14 CFR Part 71
[Airspace Docket No. 98—ANE-94]

Amendments to Class E Airspace;
Bennington, VT

AGENCY: Federal Aviation
Administration (FAA), DOT.

ACTION: Direct final rule; confirmation of
effective date.

SUMMARY: This notice confirms the
effective date of a direct final rule which
revises the Class E airspace area at
Bennington, VT, to provide for adequate
controlled airspace for those aircraft
using the new GPS RWY 13 Instrument
Approach Procedure to William H.
Morse State Airport, Bennington, VT
(K5B5).

EFFECTIVE DATE: The direct final rule
published at 63 FR 40174 is effective
0901 UTC, October 8, 1998.

FOR FURTHER INFORMATION CONTACT:
David T. Bayley, Airspace Branch,
ANE-520.3, 12 New England Executive
Park, Burlington, MA 01803-5299;
telephone (781) 238-7523; fax (781)
238-7596.

SUPPLEMENTARY INFORMATION: The FAA
published this direct final rule with a
request for comments in the Federal
Register on July 28, 1998 (63 FR 40174).
The FAA uses the direct final
rulemaking procedure for a non-
controversial rule where the FAA
believes that there will be no adverse
public comment. This direct final rule
advised the public that no adverse
comments were anticipated, and that
unless a written adverse comment, or a
written notice of intent to submit such
an adverse comment, were received
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within the comment period, the
regulation would become effective on
October 8, 1998. No adverse comments
were received, and thus this notice
confirms that this direct final rule will
become effective on that date.

Issued in Burlington, MA, on September 3,
1998.
Bill Peacock,
Manager, Air Traffic Division, New England
Region.
[FR Doc. 98-24420 Filed 9-10-98; 8:45 am]
BILLING CODE 4910-13-M

DEPARTMENT OF HEALTH AND
HUMAN SERVICES

Food and Drug Administration

21 CFR Parts 3, 5, 10, 16, 25, 50, 56,
58, 71, 200, 201, 207, 210, 211, 310, 312,
314, 369, 429, 800, and 812

[Docket No. 98N-0210]

Removal of Regulations Regarding
Certification of Drugs Composed
Wholly or Partly of Insulin;
Confirmation of Effective Date

AGENCY: Food and Drug Administration,
HHS.

ACTION: Direct final rule; confirmation of
effective date.

SUMMARY: The Food and Drug
Administration (FDA) published in the
Federal Register of May 13, 1998, a
direct final rule (63 FR 26694). The
direct final rule amends the regulations
regarding certification of drugs
composed wholly or partly of insulin,
and conforming and related
amendments. This document confirms
the effective date of the direct final rule.
EFFECTIVE DATE: The effective date of the
direct final rule published at 63 FR
26694 is confirmed as September 25,
1998.
FOR FURTHER INFORMATION CONTACT:
Wayne H. Mitchell, Center for Drug
Evaluation and Research (HFD-7), Food
and Drug Administration, 5600 Fishers
Lane, Rockville, MD 20857, 301-594—
2041.
SUPPLEMENTARY INFORMATION: FDA
solicited comments concerning the
direct final rule for a 75-day period
ending July 27, 1998. FDA stated that
the effective date of the direct final rule
would be on September 25, 1998, 60
days after the end of the comment
period, unless any significant adverse
comment was submitted to FDA during
the comment period. FDA did not
receive any significant adverse
comments.

Therefore, under the Federal Food,
Drug, and Cosmetic Act and under

authority delegated to the Commissioner
of Food and Drugs, notice is given that
no objections or requests for a hearing
were filed in response to the May 13,
1998, final rule. Accordingly, the
amendments issued thereby are effective
September 25, 1998.

Dated: September 1, 1998.
William B. Schultz,
Deputy Commissioner for Policy.
[FR Doc. 98-24411 Filed 9-10-98; 8:45 am]
BILLING CODE 4160-01-F

the Commissioner of Food and Drugs,
notice is given that no objections or
requests for a hearing were filed in
response to the May 12, 1998, final rule.
Accordingly, the amendments issued
thereby are effective September 24,
1998.

Dated: September 1, 1998.
William B. Schultz,
Deputy Commissioner for Policy.
[FR Doc. 98-24413 Filed 9-10-98; 8:45 am]
BILLING CODE 4160-01-F

DEPARTMENT OF HEALTH AND
HUMAN SERVICES

Food and Drug Administration

21 CFR Parts 430, 431, 432, 433, 436,
440, 441, 442, 443, 444, 446, 448, 449,
450, 452, 453, 455, and 460

[Docket No. 98N-0211]

Removal of Regulations Regarding
Certification of Antibiotic Drugs;
Confirmation of Effective Date

AGENCY: Food and Drug Administration,
HHS.

ACTION: Direct final rule; confirmation of
effective date.

SUMMARY: The Food and Drug
Administration (FDA) published in the
Federal Register of May 12, 1998, a
direct final rule (63 FR 26066). The
direct final rule repealed FDA’s
regulations governing certification of
antibiotic drugs. This document
confirms the effective date of the direct
final rule.

EFFECTIVE DATE: The effective date of the
direct final rule published at 63 FR
26066 is confirmed as September 24,
1998.

FOR FURTHER INFORMATION CONTACT:
Wayne H. Mitchell, Center for Drug
Evaluation and Research (HFD-7), Food
and Drug Administration, 5600 Fishers
Lane, Rockville, MD 20857, 301-594—
2041.

SUPPLEMENTARY INFORMATION: FDA
solicited comments concerning the
direct final rule for a 75-day period
ending July 27, 1998. FDA stated that
the effective date of the direct final rule
would be on September 24, 1998, 60
days after the end of the comment
period, unless any significant adverse
comment was submitted to FDA during
the comment period. FDA did not
receive any significant adverse
comments.

Therefore, under the Federal Food,
Drug, and Cosmetic Act, the Food and
Drug Administration Modernization
Act, and under authority delegated to

DEPARTMENT OF HEALTH AND
HUMAN SERVICES

Food and Drug Administration
21 CFR Part 558

New Animal Drugs For Use In Animal
Feeds; Bacitracin Methylene
Disalicylate, Decoquinate, and
Roxarsone; Correction

AGENCY: Food and Drug Administration,
HHS.

ACTION: Final rule; correction.

SUMMARY: The Food and Drug
Administration (FDA) is correcting a
final rule that appeared in the Federal
Register of July 17, 1998 (63 FR 38474).
The document amended the animal
drug regulations to reflect approval of a
new animal drug application (NADA)
filed by Alpharma Inc. The NADA
provides for using approved bacitracin
methylene disalicylate, decoquinate,
and roxarsone Type A medicated
articles to make combination drug Type
C medicated broiler chicken feeds. The
document was published with two
typographical errors. This document
corrects those errors.

EFFECTIVE DATE: July 17, 1998.

FOR FURTHER INFORMATION CONTACT:
Carolyn C. Harris, Office of Policy (HF-
27), Food and Drug Administration,
5600 Fishers Lane, Rockville, MD
20857, 301-443-2994.

In FR Doc. 98-19025, appearing on
page 38474 in the Federal Register of
Friday, July 17, 1998, the following
corrections are made:

1. On page 38475, in the third
column, in amendatory instruction “‘2.”
the citation “‘(d)(3)(xv)” is corrected to
read “‘(d)(3)(xvii)".

§558.76 [Corrected]

2. 0On page 38475, in the third
column, in §558.76 Bacitracin
methylene disalicylate, paragraph
“(d)(3)(xv)" is corrected to read
“d)(3)(xvii)”.
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Dated: August 25, 1998.
Stephen F. Sundlof,
Director, Center for Veterinary Medicine.
[FR Doc. 98-24412 Filed 9-10-98; 8:45 am]
BILLING CODE 4160-01-F

DEPARTMENT OF STATE
22 CFR Parts 41 and 42
[Public Notice 2863]

Visas: Documentation of
Nonimmigrants and Immigrants—
Minor Corrections or Additions to
Nonimmigrant Visa Regulations and
Deletions of Obsolete Immigrant Visa
Provisions

AGENCY: Bureau of Consular Affairs,
Department of State.

ACTION: Final rule.

SUMMARY: This rule combines several
minor corrections or updating of current
nonimmigrant visa regulations with the
deletion of several immigrant visa
regulations that are inoperative as a
result of the repeal or expiration of the
underlying provisions of law. The
former include correcting the name of
Mongolia, adding two classification
symbols, and changing a section title
from “General” to ““Foreign Officials—
General”. The immigrant visa regulatory
removals include certain relief
provisions for returning residents which
were repealed, and several short-term
benefits accorded certain relatives by
the Immigration Act of 1990 which have
expired.

EFFECTIVE DATE: September 11, 1998.

FOR FURTHER INFORMATION CONTACT: H.
Edward Odom, Chief, Legislation and
Regulations Division, Visa Services,
(202) 663-1204.

SUPPLEMENTARY INFORMATION: Several
current visa regulations contain obsolete
or incorrect references or relate to or
contain references to a provision of law
which has been repealed or has passed
its statutory time limit, thus rendering
the regulation concerned inoperative.
As a housekeeping measure, they are
being formally corrected or removed by
this rule. They are described herein in
the sequence in which they appear in 22
CFR Parts 41 and 42.

First is section 41.3, which covers
consular and immigration officer joint
waivers of the passport and/or visa
requirements. In subsection 41.3(e)
reference is made to what is erroneously
called ““Mongolian People’s Republic”
whereas the name of the country was
changed to ““Mongolia’” in 1992. It is
corrected herein.

Next is section 41.12, the enumeration
of nonimmigrant visa symbols, in which
two symbols are corrected (S-5 and S—
6 are substituted for S—7 and S-8,
respectively) and two new symbols are
being added: C-1/D for a combined
transit and crewman visa and S-7 for
any qualified family member of an S-5
or S—6 principal alien.

The final nonimmigrant section
affected is 41.21 which has been titled
simply “General’ as the opening section
of what the Department considers *‘the
41.20’s”, all such sections relating to
foreign officials of one kind or another.
Inasmuch as there is no 41.20 by that
title, however, “General’ is a non-
descriptive and meaningless heading for
41.21. The title is thus being changed
herein to “Foreign Officials—General”.

The first of the immigrant sections is
42.22(c), which described the effect of
relief provided by the Attorney General
in his or her discretion under section
212(c) of the Immigration and
Nationality Act (INA) for certain
returning residents. Section 212(c) was
repealed by section 304(b) of the Illegal
Immigration Reform and Immigrant
Responsibility Act (IIRIRA). As there is
no longer a basis for 22 CFR 42.22(c), it
is removed and subsection 42.22(d) is
redesignated as 42.22(c).

The Immigration Act of 1990
(IMMACT 90) contained several time-
limited provisions, one of which
(section 112) established up to 55,000
additional visa numbers during each of
fiscal years 1992—-94 for the spouses and
children of aliens whose status was
legalized under legislation enacted in
1986. Section 42.51(a)(2) provided for
the Department’s control of those
numbers. It is removed by this rule.

Section 42.51(d) regulated control of
special numerical provisions in the
Panama Canal Act, which were stricken
by section 212(a) of the Immigration and
Nationality Technical Corrections Act of
1994. It is hereby removed.

Subsection (a) of section 42.54 as
promulgated in 1991 contains
prospective language regarding diversity
immigrants which is no longer
appropriate and is being deleted.

Under the terms of section 631 of the
Illegal Immigration Reform and
Immigrant Responsibility Act, the
period of validity of an immigrant visa
was raised from four months to six
months. Section 42.72 of 22 CFR,
containing the regulations pertaining to
immigrant visa validity, was amended
shortly thereafter to conform with that
amendment. This rule corrects the
reference to the visa validity period
contained in section 42.64, which
relates to passport requirements for
immigrants.

Regulatory Analysis and Notices
Final Rule

This rule is being published as a final
rule under the ““good cause’ exceptions
set forth at 5 U.S.C. 553(b)(3) and
553(d)(3). As the material being changed
is not challengeable and that being
removed is no longer germane, no
purpose would be served by publication
as a proposed rule with a time frame for
comment.

The Regulatory Flexibility Act

Pursuant to section 605 of the
Regulatory Flexibility Act, the
Department has assessed the potential
impact of this rule, and the Assistant
Secretary for Consular Affairs hereby
certifies that it is not expected to have
a significant economic impact on a
substantial number of small entities.

E.O. 12988 and E.O. 12866

This rule has been reviewed as
required under E.O. 12998 and
determined to be in compliance
therewith. This rule is exempt from
review under E.O. 12866, but has been
reviewed internally by the Department
to ensure consistency therewith. The
rule does not directly or indirectly affect
states or local governments or Federal
relationships and does not create
unfunded mandates.

5 U.S.C. Chapter 8

As required by 5 U.S.C., chapter 8, the
Department has screened this rule and
determined that it is not a major rule, as
defined in 5 U.S.C. 80412.

Paperwork Reduction Act

This rule imposes no paperwork
requirements.
Lists of Subjects
22 CFR Part 41

Aliens, Foreign officials, Passports
and visas, Students.
22 CFR Part 42

Immigration, Passports and visas.

In view of the foregoing, 22 CFR Parts
41 and 42 are amended as follows:

PART 41—[AMENDED]

1. The authority citation for Part 41 is
revised to read:

Authority: 8 U.S.C. 1104.

8§41.3 [Amended]

2. Section 41.3 is amended in
paragraph (e), by removing ‘“Mongolian
People’s Republic” and adding in its
place “Mongolia’.

3. Section 41.12 is amended in the
table by removing the entries for S-7
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and S-8 and adding new entries in
alphanumeric order to read as follows:

§41.12 Classification Symbols.

* * * * *

NONIMMIGRANTS

Symbol Class Section of law
* * * * * * *
C-1/D Combined Transit aNd CrEWMAN VISA ........ccciiuiiiiiiieeiiiie et e et ee ettt et e bt e e abe e e sbe e e s snreeeaneeeeaneeeaas 101(a)(15)(C) and (D).
S-5 Certain Aliens Supplying Critical Information Relating to a Criminal Organization or Enterprise ........... 101(a)(15)(S)().
S-6 Certain Aliens Supplying Critical Information Relating to Terrorism ... 101(a)(15)(S)(ii).
S-7 Qualified Family Member Of S—5 OF S—6 ......ccciiiiiiiiii e 101(a)(15)(S).
* * * * * * *

4. Section 41.21 is amended by
revising the section heading to read as
follows:

§41.21 Foreign Officials—General.

* * * * *

PART 42—[AMENDED]

5. The authority citation for Part 42
continues to read as follows:

Authority: 8 U.S.C. 1104.

§42.22 [Amended]

6. Section 42.22 is amended by
removing paragraph (c) and
redesignating paragraph (d) as
paragraph (c).

§42.51 [Amended]

7. Section 42.51 is amended by
removing paragraph (a)(2), by
redesignating paragraphs (a)(1)
introductory text, (a)(2)(i), and (a)(1)(ii)
as paragraphs (a) introductory text,
(a)(1), and (a)(2), respectively, and by
removing paragraph (d).

§42.54 [Amended]

8. Section 42.54 is amended by
removing the words “Beginning with
fiscal year 1995, in” from paragraph
(2)(2) and adding in their place “In”.

8§42.64 [Amended]

9. Section 42.64(b) is amended by
revising ‘4 months” to read ‘6
months”.

Dated: July 23, 1998.

Mary A. Ryan,

Assistant Secretary for Consular Affairs.
[FR Doc. 98-24084 Filed 9-10-98; 8:45 am]
BILLING CODE 4710-06-P

DEPARTMENT OF THE INTERIOR
Minerals Management Service

30 CFR Parts 250 and 253

RIN 1010-AC33

Oil Spill Financial Responsibility for
Offshore Facilities

AGENCY: Minerals Management Service
(MMS), Interior.

ACTION: Correction to final regulation.

SUMMARY: This document contains a
correction to the final regulations,
which were published in the Federal
Register of Tuesday, August 11, 1998,
(63 FR 42699). The regulations are
related to the Oil Spill Financial
Responsibility for Offshore Facilities
contained in 30 CFR part 253.
EFFECTIVE DATE: October 13, 1998.

FOR FURTHER INFORMATION CONTACT:
Steve Waddell, Adjudication Unit
Supervisor, at (504) 736-1710.
SUPPLEMENTARY INFORMATION: As
published, the final regulations contain
an error which may prove to be
misleading and needs to be clarified; the
correction provides a better reference
citation on claims.

Correction of Publication

Accordingly, the publication on
August 11, 1998 63 FR 42699 which was
the subject of FR Doc. 98-21096, is
corrected as follows:

On page 42714, in the third column,
in §2253.15, paragraph (f), ““8 253.60 (b)
or (c)(4)” is corrected to read ““§253.60.”

Dated: September 3, 1998.

E.P. Danenberger,

Chief, Engineering and Operations Division.
[FR Doc. 98-24444 Filed 9-10-98; 8:45 am]
BILLING CODE 4310-MR-M

DEPARTMENT OF TRANSPORTATION
Coast Guard

33 CFR Part 100

[CGD08-96-058]

RIN 2115-AE46

Special Local Regulations: City of
Clarkville Riverfest; Cumberland River
mile 125.5 TO 127.0, Clarksville, TN

AGENCY: Coast Guard, DOT.
ACTION: Final rule.

SUMMARY: Special local regulations are
being adopted for the City of Clarksville
Riverfest. This event will be held on
September 13, 1998 from 9 a.m. until 5
p.m. at the riverfront in Clarksville, TN.
These regulations are needed to provide
for the safety of life on navigable waters
during the event.

EFFECTIVE DATE: These regulations are
effective from 9 a.m. until. 5 p.m. on
September 13, 1998.

FOR FURTHER INFORMATION CONTACT:
LTJG Tom Boyles, Marine Safety Office
Paducah, KY. Tel: (502) 442—-1621 ext.
310.

SUPPLEMENTARY INFORMATION:
Drafting Information

The drafters of this regulation are
LTJG Tom Boyles, Project Officer,
Marine Safety Office Paducah, and LTJG
Michele Woodruff, Project Attorney,
Eighth Coast Guard District Legal Office.

Regulatory History

In accordance with 5 U.S.C. 553, a
notice of proposed rule making for these
regulations has not been published, and
good cause exists for making them
effective in less than 30 days from the
date of publication. Following normal
rule making procedures would have
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been impracticable. The details of the
event were not finalized with sufficient
time remaining to publish proposed
rules in advance of the event or to
provide for a delayed effective date.

Background and Purpose

The marine event requiring this
regulation is the Riverfest powerboat/
pylon races on the river. Event sponsors
expect between 25,000 and 50,000
spectators. The City of Clarksville
sponsors this event. Spectators will be
able to view the event from areas
designated by the sponsor.

Regulatory Evaluation

This rule is not a significant
regulatory action under section 3(f) of
Executive Order 12866 and does not
require an assessment of potential costs
and benefits under section 6(a)(3) of that
order. It has not been reviewed by the
Office of Management and Budget under
that order. It is not significant under the
regulatory policies and procedures of
the Department of Transportation (DOT)
(44 FR 11040; February 26, 1979). The
Coast Guard expects the economic
impact of this rule to be so minimal that
a full Regulatory Evaluation under
paragraph 10e of the regulatory policies
and procedures of DOT is unnecessary
because of the event’s short duration.

Small Entities

The Coast Guard finds that the impact
on small entities, if any, is not
substantial. Therefore, the Coast Guard
certifies under section 605(b) of the
Regulatory Flexibility Act (5 U.S.C. 601
et seq) that this temporary rule will not
have a significant economic impact on
a substantial number of small entities
because of the event’s short duration.

Collection of Information

This rule contains no information
collection requirements under the
Paperwork Reduction Act (44 U.S.C.
3501 et seq).

Federalism Assessment

The Coast Guard has analyzed this
action in accordance with the principles
and criteria of Executive Order 12612
and has determined that this rule does
not raise sufficient federalism
implications to warrant the preparation
of a Federalism Assessment.

Environmental Assessment

The Coast Guard considered the
environmental impact of this rule and
concluded that under section 2-1,
paragraph (34)(h) of Commandant
Instruction M16475.1C this rule is
excluded from further environmental
documentation.

List of Subjects in 33 CFR Part 100

Marine safety, Navigation (water),
Reporting and recordkeeping
requirements.

Temporary Regulations

In consideration of the foregoing, Part
100 of Title 33, Code of Federal
Regulations, is amended as follows:

PART 100—[AMENDED]

1. The authority citation for part 100
continues to read as follows:

Authority: 33 U.S.C. 1233; 49 CFR 1.46 and
33 CFR 100.35

2. A temporary § 100.35-T08-058 is
added to read as follows:

§100.35-T08-058 Cumberland River at
Clarksville, Tennessee.

(a) Regulated Area: A regulated area is
established on all waters of the
Cumberland River between mile 125.5
and mile 127.0.

(b) Special Local Regulation: All
persons and/or vessels not registered
with the sponsors as participants or
official patrol vessels are considered
spectators. The “official patrol’’ consists
of any Coast Guard, public, state or local
law enforcement and/or sponsor
provided vessels assigned to patrol the
event.

(1) No spectators shall anchor, block,
loiter in, or impede the through transit
of participants or official patrol vessels
in the regulated area during effective
dates and times, unless cleared for such
entry by or through an official patrol
vessel.

(2) When hailed and/or signaled by an
official patrol vessel, a spectator shall
come to an immediate stop. Vessels
shall comply with all directions given:
failure to do so may result in a citation.

(3) The Patrol Commander is
empowered to forbid and control the
movement of all vessels in the regulated
area. The Patrol Commander may
terminate the event at any time it is
deemed necessary for the protection of
life and/or property and can be reached
on VHF-FM Channel 16 by using the
call sign “PATCOM”.

(c) Effective Date: This section is
effective on September 13, 1998 from 9
a.m. until 5 p.m.

Dated: August 27, 1998.

Paul J. Pluta,

Rear Admiral, U.S. Coast Guard Commander,
Eighth Coast Guard District.

[FR Doc. 98-24422 Filed 9-10-98; 8:45 am]
BILLING CODE 4910-15-M

ENVIRONMENTAL PROTECTION
AGENCY

40 CFR Part 180
[OPP-300706; FRL-6025-6]
RIN 2070-AB78

Cypermethrin; Pesticide Tolerance

AGENCY: Environmental Protection
Agency (EPA).
ACTION: Final rule.

SUMMARY: This regulation establishes a
tolerance for residues of cypermethrin
(z) alpha-cyano-(3-
phenoxyphenyl)methyl () cis, trans-
3(2,2-dichloroethyenyl)-2,2-
dimethylcyclopropane carboxylate in or
on the commodity green onion at 6.0
parts per million (ppm). The
Interregional Research Project Number 4
(IR-4) requested this tolerance under the
Federal Food, Drug and Cosmetic Act
(FFDCA), as amended by the Food
Quiality Protection Act of 1996.

DATES: This regulation is effective
September 11, 1998. Objections and
requests for hearings must be received
by EPA on or before November 10, 1998.

ADDRESSES: Written objections and
hearing requests, identified by the
docket control number, [OPP-300706],
must be submitted to: Hearing Clerk
(1900), Environmental Protection
Agency, Rm. M3708, 401 M St., SW.,
Washington, DC 20460. Fees
accompanying objections and hearing
requests shall be labeled “Tolerance
Petition Fees” and forwarded to: EPA
Headquarters Accounting Operations
Branch, OPP (Tolerance Fees), P.O. Box
360277M, Pittsburgh, PA 15251. A copy
of any objections and hearing requests
filed with the Hearing Clerk identified
by the docket control number, [OPP—
300706], must also be submitted to:
Public Information and Records
Integrity Branch, Information Resources
and Services Division (7502C), Office of
Pesticide Programs, Environmental
Protection Agency, 401 M St., SW.,
Washington, DC 20460. In person, bring
a copy of objections and hearing
requests to Rm. 119, CM #2, 1921
Jefferson Davis Hwy., Arlington, VA.

A copy of objections and hearing
requests filed with the Hearing Clerk
may also be submitted electronically by
sending electronic mail (e-mail) to: opp-
docket@epamail.epa.gov. Copies of
objections and hearing requests must be
submitted as an ASCII file avoiding the
use of special characters and any form
of encryption. Copies of objections and
hearing requests will also be accepted
on disks in WordPerfect 5.1/6.1 file
format or ASCII file format. All copies
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of objections and hearing requests in
electronic form must be identified by
the docket control number [OPP—
300706]. No Confidential Business
Information (CBI) should be submitted
through e-mail. Electronic copies of
objections and hearing requests on this
rule may be filed online at many Federal
Depository Libraries.

FOR FURTHER INFORMATION CONTACT: By
mail: Sidney Jackson, Registration
Division (7505C), Office of Pesticide
Programs, Environmental Protection
Agency, 401 M St., SW., Washington,
DC 20460. Office location, telephone
number, and e-mail address: Crystal
Mall #2, 1921 Jefferson Davis Hwy.,
Arlington, VA, (703) 305-7610, e-mail:
jackson.sidney@epamail.epa.gov.
SUPPLEMENTARY INFORMATION: In the
Federal Register of March 19, 1998 (63
FR 13404) (FRL-5776-6), EPA, issued a
notice pursuant to section 408 of the
Federal Food, Drug, and Cosmetic Act
(FFDCA), 21 U.S.C. 346a(e), announcing
the filing of a pesticide petition (PP
5E4463) for tolerance by the
Interregional Research Project (IR-4).
This notice included a summary of the
petition prepared by FMC Corporation,
1735 Market St., Philadelphia, PA
19103, the registrant. There were no
comments received in response to the
notice of filing.

The petition requested that 40 CFR
180.418 be amended by establishing a
tolerance for residues of the insecticide
cypermethrin (£) alpha-cyano-(3-
phenoxyphenyl)methyl () cis, trans-
3(2,2-dichloroethyenyl)-2,2-
dimethylcyclopropane carboxylate in or
on the commodity green onion at 6.0
ppm.

l. Risk Assessment and Statutory
Findings

New section 408(b)(2)(A)(i) of the
FFDCA allows EPA to establish a
tolerance (the legal limit for a pesticide
chemical residue in or on a food) only
if EPA determines that the tolerance is
“safe.” Section 408(b)(2)(A)(ii) of
FFDCA defines “‘safe’” to mean that
“there is a reasonable certainty that no
harm will result from aggregate
exposure to the pesticide chemical
residue, including all anticipated
dietary exposures and all other
exposures for which there is reliable
information.” This includes exposure
through drinking water and in
residential settings, but does not include
occupational exposure. Section
408(b)(2)(C) requires EPA to give special
consideration to exposure of infants and
children to the pesticide chemical
residue in establishing a tolerance and
to “ensure that there is a reasonable

certainty that no harm will result to
infants and children from aggregate
exposure to the pesticide chemical
residue. . ..”

EPA performs a number of analyses to
determine the risks from aggregate
exposure to pesticide residues. First,
EPA determines the toxicity of
pesticides based primarily on
toxicological studies using laboratory
animals. These studies address many
adverse health effects, including (but
not limited to) reproductive effects,
developmental toxicity, toxicity to the
nervous system, and carcinogenicity.
Second, EPA examines exposure to the
pesticide through the diet (e.g., food and
drinking water) and through exposures
that occur as a result of pesticide use in
residential settings.

A. Toxicity

1. Threshold and non-threshold
effects. For many animal studies, a dose
response relationship can be
determined, which provides a dose that
causes adverse effects (threshold effects)
and doses causing no observed effects
(the ““no-observed effect level” or
“NOEL").

Once a study has been evaluated and
the observed effects have been
determined to be threshold effects, EPA
generally divides the NOEL from the
study with the lowest NOEL by an
uncertainty factor (usually 100 or more)
to determine the Reference Dose (RfD).
The RfD is a level at or below which
daily aggregate exposure over a lifetime
will not pose appreciable risks to
human health. An uncertainty factor
(sometimes called a ‘““safety factor’’) of
100 is commonly used since it is
assumed that people may be up to 10
times more sensitive to pesticides than
the test animals, and that one person or
subgroup of the population (such as
infants and children) could be up to 10
times more sensitive to a pesticide than
another. In addition, EPA assesses the
potential risks to infants and children
based on the weight of the evidence of
the toxicology studies and determines
whether an additional uncertainty factor
is warranted. Thus, an aggregate daily
exposure to a pesticide residue at or
below the RfD (expressed as 100% or
less of the RfD) is generally considered
acceptable by EPA. EPA generally uses
the RfD to evaluate the chronic risks
posed by pesticide exposure. For shorter
term risks, EPA calculates a margin of
exposure (MOE) by dividing the
estimated human exposure into the
NOEL from the appropriate animal
study. Commonly, EPA finds MOEs
lower than 100 to be unacceptable. This
100-fold MOE is based on the same

rationale as the 100-fold uncertainty
factor.

Lifetime feeding studies in two
species of laboratory animals are
conducted to screen pesticides for
cancer effects. When evidence of
increased cancer is noted in these
studies, the Agency conducts a weight
of the evidence review of all relevant
toxicological data including short-term
and mutagenicity studies and structure
activity relationship. Once a pesticide
has been classified as a potential human
carcinogen, different types of risk
assessments (e.g., linear low dose
extrapolations or MOE calculation based
on the appropriate NOEL) will be
carried out based on the nature of the
carcinogenic response and the Agency’s
knowledge of its mode of action.

2. Differences in toxic effect due to
exposure duration. The toxicological
effects of a pesticide can vary with
different exposure durations. EPA
considers the entire toxicity data base,
and based on the effects seen for
different durations and routes of
exposure, determines which risk
assessments should be done to assure
that the public is adequately protected
from any pesticide exposure scenario.
Both short and long durations of
exposure are always considered.
Typically, risk assessments include
“‘acute,” “‘short-term,” “‘intermediate
term,” and ‘““‘chronic’’ risks. These
assessments are defined by the Agency
as follows.

Acute risk, by the Agency’s definition,
results from 1-day consumption of food
and water, and reflects toxicity which
could be expressed following a single
oral exposure to the pesticide residues.
High end exposure to food and water
residues are typically assumed.

Short-term risk results from exposure
to the pesticide for a period of 1-7 days,
and therefore overlaps with the acute
risk assessment. Historically, this risk
assessment was intended to address
primarily dermal and inhalation
exposure which could result, for
example, from residential pesticide
applications. However, since enaction of
FQPA, this assessment has been
expanded to include both dietary and
non-dietary sources of exposure, and
will typically consider exposure from
food, water, and residential uses when
reliable data are available. In this
assessment, risks from average food and
water exposure, and high-end
residential exposure, are aggregated.
High-end exposures from all three
sources are not typically added because
of the very low probability of this
occurring in most cases, and because the
other conservative assumptions built
into the assessment assure adequate
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protection of public health. However,
for cases in which high-end exposure
can reasonably be expected from
multiple sources (e.g. frequent and
widespread homeowner use in a
specific geographical area), multiple
high-end risks will be aggregated and
presented as part of the comprehensive
risk assessment/characterization. Since
the toxicological endpoint considered in
this assessment reflects exposure over a
period of at least 7 days, an additional
degree of conservatism is built into the
assessment; i.e., the risk assessment
nominally covers 1-7 days exposure,
and the toxicological endpoint/NOEL is
selected to be adequate for at least 7
days of exposure. (Toxicity results at
lower levels when the dosing duration
is increased.)

Intermediate-term risk results from
exposure for 7 days to several months.
This assessment is handled in a manner
similar to the short-term risk
assessment.

Chronic risk assessment describes risk
which could result from several months
to a lifetime of exposure. For this
assessment, risks are aggregated
considering average exposure from all
sources for representative population
subgroups including infants and
children.

B. Aggregate Exposure

In examining aggregate exposure,
FFDCA section 408 requires that EPA
take into account available and reliable
information concerning exposure from
the pesticide residue in the food in
question, residues in other foods for
which there are tolerances, residues in
groundwater or surface water that is
consumed as drinking water, and other
non-occupational exposures through
pesticide use in gardens, lawns, or
buildings (residential and other indoor
uses). Dietary exposure to residues of a
pesticide in a food commodity are
estimated by multiplying the average
daily consumption of the food forms of
that commodity by the tolerance level or
the anticipated pesticide residue level.
The Theoretical Maximum Residue
Contribution (TMRC) is an estimate of
the level of residues consumed daily if
each food item contained pesticide
residues equal to the tolerance. In
evaluating food exposures, EPA takes
into account varying consumption
patterns of major identifiable subgroups
of consumers, including infants and
children. The TMRC is a ““worst case”
estimate since it is based on the
assumptions that food contains
pesticide residues at the tolerance level
and that 100% of the crop is treated by
pesticides that have established
tolerances. If the TMRC exceeds the RfD

or poses a lifetime cancer risk that is
greater than approximately one in a
million, EPA attempts to derive a more
accurate exposure estimate for the
pesticide by evaluating additional types
of information (anticipated residue data
and/or percent of crop treated data)
which show, generally, that pesticide
residues in most foods when they are
eaten are well below established
tolerances.

Percent of crop treated estimates are
derived from federal and private market
survey data. Typically, a range of
estimates are supplied and the upper
end of this range is assumed for the
exposure assessment. By using this
upper end estimate of percent of crop
treated, the Agency is reasonably certain
that exposure is not understated for any
significant subpopulation group.
Further, regional consumption
information is taken into account
through EPA’s computer-based model
for evaluating the exposure of
significant subpopulations including
several regional groups, to pesticide
residues. For this pesticide, the most
highly exposed population subgroup
was not regionally based.

Il. Aggregate Risk Assessment and
Determination of Safety

Consistent with section 408(b)(2)(D),
EPA has reviewed the available
scientific data and other relevant
information in support of this action,
EPA has sufficient data to assess the
hazards of cypermethrin and to make a
determination on aggregate exposure,
consistent with section 408(b)(2), for a
tolerance for residues of cypermethrin
on green onions at 6.0 ppm. EPA’s
assessment of the dietary exposures and
risks associated with establishing the
tolerance follows.

A. Toxicological Profile

EPA has evaluated the available
toxicity data and considered its validity,
completeness, and reliability as well as
the relationship of the results of the
studies to human risk. EPA has also
considered available information
concerning the variability of the
sensitivities of major identifiable
subgroups of consumers, including
infants and children. The nature of the
toxic effects caused by cypermethrin are
discussed below.

1. Acute toxicity. The required battery
of acute toxicity studies has been
submitted and found adequate. The
findings were as follows: oral toxicity,
lethal dose (LD)so > 263 milligram/
kilogram (mg/kg); dermal toxicity, LDso
> 2,460 mg/kg; inhalation toxicity lethal
concentration (LC)so, 2.5 mg/liter (L);
primary eye irritation--Toxicity Category

I1; primary dermal irritation --Toxicity
Category IV. Cypermethrin is considered
to be a dermal sensitizer.

2. Genotoxicity. The Agency has
reviewed several mutagenicity studies.
Types include an Ames mutagenicity
assay; a dominant lethal study, a mouse
lymphoma mutagenicity assay, a
Chinese hamster ovary/hypoxanthine
guanine phosphoribose transferase
(CHO/HGPRT) assay, and a bone
marrow cytogenic study. The data base
for mutagenicity is considered to be
adequate. Based on the available
mutagenicity studies, there are no
concerns for mutagenicity.

3. Reproductive and developmental
toxicity— i. Developmental toxicity
study in the rat. Cypermethrin was
administered by gavage to rats at dose
levels of 0, 17.5, 35, or 70 mg/kg/day on
days 6-15 of gestation. The maternal
lowest-observed effect level (LOEL) is
35 mg/kg/day, based on bodyweight.
The maternal NOEL is 17.5 mg/kg/day.
The developmental LOEL was > 70 mg/
kg/day. The developmental NOEL is >
70 mg/kg/day.

ii. Developmental toxicity study in the
rabbit. Cypermethrin was administered
to 20 New Zealand White rabbits per
dose group by gavage at dose levels of
0, 100, 450, or 700 mg/kg/day from days
7 through 19 of gestation. The test
animals were sacrificed on day 29 of
gestation. The maternal LOEL was 450
mg/kg/day, based on bodyweight gain.
The maternal NOEL was 100 mg/kg/day.
There were no indications of
developmental toxicity. The NOEL and
LOEL for developmental toxicity was >
700 mg/kg/day.

iii. Three-generation reproduction
study in rats. Cypermethrin was
administered to rats at dose levels of O,
50, 150, or 1,000/750 ppm (reduced to
750 ppm after 12 weeks because of
severe neurological symptoms). These
dose levels correspond to 2.5, 7.5, or 50/
37.5 mg/kg/day. Three successive
generations were produced, each
consisting of two separate breedings to
produce six sets of litters. The LOEL is
150 ppm (7.5 mg/kg/day) based on
consistent decreased bodyweight gain in
both sexes. The NOEL was 50 ppm (2.5
mg/kg/day).

4. Subchronic toxicity. The data base
for subchronic toxicity is considered to
be complete except for a series 82-4
subchronic inhalation toxicity study of
90-days duration. This study is required
if inhalation exposure is for periods
greater than 21-days.

i. A 21-day dermal study in the rabbit.
Cypermethrin was applied at dose levels
of control, 2, 20, or 200 mg/kg/day
applied in 20% weight/weight (w/w)
basis PEG 300 with daily applications
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for 3 weeks for a total of 15 applications.
The LOEL is 200 mg/kg/day based on
liver effects. The NOEL is 20 mg/kg/day.

ii. A 21-day inhalation study in the
rat. Cypermethrin was administered to
rats by nose only exposure at
concentrations of 0, 0.01, 0.05, or 0.25
mg/L for 6 hours per day, 5 days per
week for total of 15 exposures. The
LOEL was 0.05 mg/L based mainly on
bodyweight decrease. The NOEL was
0.01 mg/L.

5. Chronic toxicity/carcinogenicity—
i. Chronic oral study in the dog.
Cypermethrin was administered to
beagle dogs at dose levels of 0, 1, 5, or
15 mg/kg/day for 52 weeks. The LOEL
was 5 mg/kg/day based on
gastrointestinal effects. The NOEL is 1
mg/kg/day.

ii. Carcinogenicity study in the mouse.
Cypermethrin was administered to mice
at dose levels of control-1, control-2,
100, 400, and 1,600 ppm (corresponding
to 0, 0, 14, 57, or 229 mg/kg/day) for 97
weeks for males and 101 weeks for
females. The LOEL was 400 ppm (57
mg/kg/day) based on liver weight. The
NOEL was 100 ppm (14 mg/kg/day).
This study was determined to be
positive for induction of benign
alveologenic neoplasms.

iii. Chronic feeding/carcinogenicity
study in the rat. Cypermethrin was
administered to rats at dose levels of
control-1, control-2, 20, 150, or 1,500
ppm (corresponding to 0, 1, 7.5, or 75
mg/kg/day) for 2 years. The LOEL is
1,500 ppm (75 mg/kg/day) based on
body weight. The NOEL was 150 ppm
(7.5 mg/kg/day). Cypermethrin was not
considered to be oncogenic in this
study. A possible association with
increased testicular interstitial tumors
was hot considered definite.

6. Metabolism. Studies in rats, dogs,
and mice are available to support the
requirement of metabolism in mammals.
Studies show that cypermethrin is
readily absorbed from the
gastrointestinal tract and extensively
metabolized. It is mostly excreted in the
urine. No additional data are required.

7. Neurotoxicity. Additional data
considered by the Agency included an
acute delayed type neurotoxicity in
hens, an acute neurotoxicity screening
study in rats with a NOEL of 30 mg/kg
and a LOEL of 100 mg/kg, and a
subchronic neurotoxicity screening
study in rats with a NOEL of 31 mg/kg/
day and a LOEL of 77 mg/kg/day.
Additional data will be required under
a special Data Call-In (DCI) letter
pursuant to section 3(c)(2)(B) of FIFRA.
Although these data are lacking EPA has
a sufficient toxicity data base to support
these tolerances and these additional

studies are not expected to significantly
change its risk assessment.

B. Toxicological Endpoints

1. Acute toxicity. To assess risk from
acute dietary exposure, the Agency used
a NOEL of 1.0 mg/kg/day based on
increased incidence of passage of liquid
stools at 5 mg/kg/day and above starting
the first weeks of dosing in a chronic-
dog study. A MOE of 100 is required

2. Short - and intermediate - term
toxicity. To assess risk from (non-food)
short- and intermediate-term dermal
exposure, the Agency used a NOEL of 5
mg/kg/day from the chronic-dog study,
incorporating 25% dermal absorption. A
dermal absorption rate of 25% was
derived based on the weight-of-evidence
available for structurally related
pyrethroids. For exposure via
inhalation, the Agency used a NOEL of
0.01 mg/L from the 21-day inhalation
study in rats.

3. Chronic toxicity. EPA has
established the RfD for cypermethrin at
0.01 mg/kg/day. This RfD is based on a
NOEL of 1.0 mg/kg/day from the
chronic-dog study with an uncertainty
factor of 100.

4. Carcinogenicity. Using its
Guidelines for Carcinogen Risk
Assessment published September 24,
1986 (51 FR 33992) the Carcinogenicity
Peer Review Committee (CPRC) has
classified cypermethrin as a Group C
chemical, possible human carcinogen,
based on increased incidence of lung
adenomas in female mice, but did not
recommend assignment of a cancer
potency factor (Q*1) for a linear
guantitative cancer risk assessment.
Instead, the CPRC recommended the
RfD approach. Based on the CPRC’s
recommendation that the RfD approach
be used to assess dietary cancer risk, a
guantitative linear dietary cancer risk
assessment was not performed. Human
health risk concerns due to long-term
consumption of cypermethrin residues
are adequately addressed by the dietary
risk evaluation chronic exposure
analysis using the RfD.

C. Exposures and Risks

1. From food and feed uses.
Tolerances have been established (40
CFR 180.418) for residues of
cypermethrin in or on a variety of raw
agricultural commodities. Tolerances
currently exist for residues of
cypermethrin on cottonseed; pecans;
lettuce, head; onions, bulb; cabbage;
Brassica, head and stem; Brassica, leafy
and livestock commodities of cattle,
goats, hogs, horses, and sheep as well as
this pending tolerance for green onions.
For the purposes of dietary risk
assessment, residue data generated from

residue field trials conducted at
maximum application rates and
minimum preharvest intervals were
used. To assess secondary exposure
from edible animal commodities, animal
dietary burdens were calculated using
mean field trial residue, adjusted for
percent crop treated and applying
appropriate processing factors for all
feed items. Risk assessments were
conducted by EPA to assess dietary
exposures and risks from cypermethrin
as follows:

i. Acute exposure and risk. Acute
dietary risk assessments are performed
for a food-use pesticide if a toxicological
study has indicated the possibility of an
effect of concern occurring as a result of
a one day or single exposure. The acute
dietary exposure assessment used
Monte Carlo modeling (in accordance
with Tier 3 of EPA June 1996‘‘Acute
Dietary Exposure Assessment” guidance
document) incorporating anticipated
residues and percent crop treated
refinement. The acute exposure via
dietary intake for the U.S. Population is
estimated at 0.004438 mg/kg/day. The
acute dietary risk estimated by MOE at
the 99.9th percentile for the U.S.
population is 225. The acute dietary
exposure for children is 0.005465 mg/
kg/day with a resulting MOE of 183.
EPA concludes that there is a reasonable
certainty of no harm for MOEs of 100 or
greater.

ii. Chronic exposure and risk. The
chronic dietary exposure assessment
incorporated anticipated residues,
tolerance values, FDA and PDP
monitoring data, and percent crop
treated information. The RfD used was
0.01 mg/kg/day. For the U.S.
population, the exposure was estimated
at 0.000025 mg/kg/day. The risk
assessment resulted in use of 0.3% of
the RfD. For children, the exposure was
estimated at 0.000042 mg/kg/day, which
uses 0.4% of the RfD.

Section 408(b)(2)(E) of the FFDCA
authorizes EPA to consider available
data and information on the anticipated
residue levels of pesticides residues in
food and the actual levels of pesticide
chemicals that have been measured in
food. If EPA relies on such information,
EPA must require that data be provided
five years after the tolerance is
established, modified, or left in effect,
demonstrating that the levels in food are
not above the levels anticipated.
Following the initial data submission,
EPA is authorized to require similar
data on a time frame it deems
appropriate. Section 408(b)(2)(F) allows
the Agency to use data on the actual
percent of crop treated when
establishing a tolerance only where the
Agency can make the following
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findings: (a) that the data used are
reliable and provide a valid basis for
showing the percentage of food derived
from a crop that is likely to contain
residues; (b) that the exposure estimate
does not underestimate the exposure for
any significant subpopulation and; (c)
where data on regional pesticide use
and food consumption are available,
that the exposure estimate does not
understate exposure for any regional
population. In addition, the Agency
must provide for periodic evaluation of
any estimates used.

The percent of crop treated estimates
for cypermethrin were derived from
federal and market survey data. EPA
considers these data reliable. A range of
estimates are supplied by these data and
the upper end of this range was used for
the exposure assessment. By using this
upper end estimate of percent crop
treated, the Agency is reasonably certain
that exposure is not underestimated for
any significant subpopulation. Further,
regional consumption information is
taken into account through EPA’s
computer based model for evaluating
exposure of significant subpopulations
including several regional groups.
Review of this regional data allows the
Agency to be reasonably certain that no
regional population is exposed to
residue levels higher than those
estimated by the Agency. To meet the
requirement for data on anticipated
residues, EPA will issue a Data Call-In
(DCI) notice pursuant to section 408(f)
of the FFDCA requiring submission of
data on anticipated residues in
conjunction with approval of the
registration under FIFRA.

2. From drinking water. Studies show
that cypermethrin is immobile in soil
and does not leach into ground water.
Drinking water residue levels were
estimated using the PRZM1/EXAMS
computer models in 1993 for
comparative ecological risk assessment.

i. Acute exposure and risk. For the
U.S. population, acute exposure is
estimated at 0.000126 mg/kg/day (MOE
=7,965). For non-nursing infants < 1
year old, exposure is estimated at
0.000242 mg/kg/day (MOE= 4,138).

ii. Chronic exposure and risk. For the
U.S. population, chronic exposure is
estimated at 0.000005 mg/kg/day, or
essentially 0% of the RfD. For non-
nursing infants < 1 year old, exposure is
estimated at 0.000021 mg/kg/day, or
0.2% of the RfD.

3. From non-dietary exposure.
Cypermethrin is currently registered for
use on the following residential non-
food sites: lawns and carpet. Non-
occupational exposure to cypermethrin
may occur as a result of inhalation or
contact from indoor residential, indoor

commercial, and outdoor residential
uses. Using surrogate data and
conservative exposure scenarios, the
Agency has estimated combined
inhalation, dermal, and oral non-dietary
exposure.

4. Short- and intermediate-term
exposure and risk. For the U.S.
population, exposure is estimated at
0.0000515 mg/kg/day. For infants less
than 1 year old, the exposure is
estimated at 0.00259 mg/kg/day. It
should be noted that carpet uses are
considered short and intermediate term
exposures because available data
indicate that cypermethrin dissipates
over time and is thus unavailable to
contribute as chronic exposure and risk.

5. Cumulative exposure to substances
with common mechanism of toxicity.
Section 408(b)(2)(D)(v) of FFDCA
requires that, when considering whether
to establish, modify, or revoke a
tolerance, the Agency consider
“available information’ concerning the
cumulative effects of a particular
pesticide’s residues and “‘other
substances that have a common
mechanism of toxicity.” The Agency
believes that “‘available information” in
this context might include not only
toxicity, chemistry, and exposure data,
but also scientific policies and
methodologies for understanding
common mechanisms of toxicity and
conducting cumulative risk
assessments. For most pesticides,
although the Agency has some
information in its files that may turn out
to be helpful in eventually determining
whether a pesticide shares a common
mechanism of toxicity with any other
substances, EPA does not at this time
have the methodologies to resolve the
complex scientific issues concerning
common mechanism of toxicity in a
meaningful way. EPA has begun a pilot
process to study this issue further
through the examination of particular
classes of pesticides. The Agency hopes
that the results of this pilot process will
increase the Agency’s scientific
understanding of this question such that
EPA will be able to develop and apply
scientific principles for better
determining which chemicals have a
common mechanism of toxicity and
evaluating the cumulative effects of
such chemicals. The Agency anticipates,
however, that even as its understanding
of the science of common mechanisms
increases, decisions on specific classes
of chemicals will be heavily dependent
on chemical specific data, much of
which may not be presently available.

Although at present the Agency does
not know how to apply the information
in its files concerning common
mechanism issues to most risk

assessments, there are pesticides as to
which the common mechanism issues
can be resolved. These pesticides
include pesticides that are
toxicologically dissimilar to existing
chemical substances (in which case the
Agency can conclude that it is unlikely
that a pesticide shares a common
mechanism of activity with other
substances) and pesticides that produce
a common toxic metabolite (in which
case common mechanism of activity
will be assumed).

Four members of the insecticide class
pyrethroids produce a common
metabolite known as DCVA (3-(2,2-
dichloroethenyl)-2,2-
dimethylcyclopropane carboxylic acid).
These insecticides are cyfluthrin,
cypermethrin, zeta-cypermethrin and
permethrin. Although the residues of
DCVA can be estimated, no toxicology
data on the compound per se are
available to directly conduct a hazard
evaluation and thereby establish an
appropriate endpoint for use in a joint
risk assessment. To date, for the purpose
of assessing the risk of the parent
compound the toxicity of DCVA has
been assumed to be equivalent to the
parent compound. However, due to the
different toxicological profiles of
cyfluthrin, cypermethrin, permethrin,
and zeta-cypermethrin, EPA does not
believe that it would be appropriate to
cumulate DCVA for these pesticides, or
DCVA residues from one of these
pesticides with the parent of another of
these pesticides, in conducting the risk
assessment for these pesticides.
Accordingly, for the purposes of this
tolerance action, EPA has not assumed
that cypermethrin has a common
mechanism of toxicity with other
substances.

D. Aggregate Risks and Determination of
Safety for U.S. Population

The Agency has determined that an
aggregate systemic oral and dermal
exposure risk assessment is not
appropriate due to difference in the
toxicity endpoints observed between the
oral (neurotoxicity) and dermal
(hepatotoxicity) routes. An aggregate
oral and inhalation risk assessment is
appropriate due to the similarity of
toxicity (neurotoxicity) observed in rats
via these routes.

1. Acute risk. Aggregate acute risk
represents the sum of acute food and
acute drinking water exposure. For
cypermethrin, the aggregate acute
exposure is estimated at 0.004564 mg/
kg/day, with a resulting MOE of 219 for
the adult U.S. population. EPA
generally has no concern for acute risk
when the MOE is greater than 100.
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2. Chronic risk. Aggregate chronic
exposure is the sum of chronic exposure
from food and drinking water. Using the
exposure assumptions described above,
EPA has concluded that aggregate
exposure to cypermethrin from food and
water will utilize 0.3% of the RfD for
the U.S. population. EPA generally has
no concern for exposures below 100%
of the RfD because the RfD represents
the level at or below which daily
aggregate dietary exposure over a
lifetime will not pose appreciable risks
to human health.

3. Short- and intermediate-term risk.
Short- and intermediate-term aggregate
exposure takes into account chronic
dietary food and water (considered to be
a background exposure level) plus
indoor and outdoor residential
exposure. For cypermethrin, exposure is
estimated at 0.000082 mg/kg/day, with
a resulting MOE of 61,000 for the U.S.
population. EPA generally has no
concern for short-term risks if MOEs are
shown to be over 100.

E. Aggregate Cancer Risk for U.S.
Population

Cypermethrin is classified as a weak
Group C carcinogen based on the
increased incidence of lung adenomas
in female mice. An RfD approach was
recommended for human risk
assessment purposes. Therefore, a
guantitative dietary cancer risk
assessment was not performed. Dietary
risk concerns due to long-term
consumption of cypermethrin are
adequately addressed in the chronic
exposure analysis. For the U.S.
population, less than 1% of the RfD is
occupied by aggregate chronic food and
water exposure.

F. Conclusion

EPA concludes that there is a
reasonable certainty that no harm will
result from aggregate exposure to
cypermethrin residues.

G. Aggregate Risks and Determination of
Safety for Infants and Children

1. Safety factor for infants and
children—i. In general. In assessing the
potential for additional sensitivity of
infants and children to residues of
cypermethrin, EPA considered data
from developmental toxicity studies in
the rat and rabbit and a 2-generation
reproduction study in the rat. The
developmental toxicity studies are
designed to evaluate adverse effects on
the developing organism resulting from
maternal pesticide exposure gestation.
Reproduction studies provide
information relating to effects from
exposure to the pesticide on the

reproductive capability of mating
animals and data on systemic toxicity.

FFDCA section 408 provides that EPA
shall apply an additional ten-fold
margin of safety for infants and children
in the case of threshold effects to
account for pre-and post-natal toxicity
and the completeness of the database
unless EPA determines that a different
margin of safety will be safe for infants
and children. Margins of safety are
incorporated into EPA risk assessments
either directly through use of a MOE
analysis or through using uncertainty
(safety) factors in calculating a dose
level that poses no appreciable risk to
humans. EPA believes that reliable data
support using the standard uncertainty
factor (usually 100 for combined inter-
and intra-species variability)) and not
the additional tenfold MOE/uncertainty
factor when EPA has a complete data
base under existing guidelines and
when the severity of the effect in infants
or children or the potency or unusual
toxic properties of a compound do not
raise concerns regarding the adequacy of
the standard MOE/safety factor.

ii. Developmental toxicity studies. In
the pre-natal developmental toxicity
studies in rats and rabbits, there was no
evidence of developmental toxicity at
the highest dose tested (70 mg/kg/day in
rats and 700 mg/kg/day in rabbits).

iii. Reproductive toxicity study. An
acceptable 3-generation reproduction
study in rats has been submitted.
Offspring toxicity was observed only at
the highest dietary level tested, (700/
1,000 ppm; 50/37.5 mg/kg/day), while
toxicity in parental animals was
observed at the lower treatment levels.
The parental systemic NOEL was 50
ppm (2.5 mg/kg/day) and the parental
systemic LOEL was 150 ppm (7.5 mg/
kg/day).

iv. Pre- and post-natal sensitivity. The
developmental and reproductive
toxicity data demonstrated no
indications of increased pre- and post-
natal sensitivity.

v. Conclusion. From available
adequate data, there is no indication
that the developing fetus or neonate is
more sensitive than adult animals. No
developmental neurotoxicity studies are
being required at this time. A
developmental neurotoxicity data
requirement is an upper tier study and
required only if effects observed in the
acute and 90-day neurotoxicity studies
indicate concerns for frank neuropathy
or alterations seen in fetal nervous
system in the developmental or
reproductive toxicology studies. The
FQPA conditional requirement of an
additional tenfold margin of safety for
pesticide residues be applied for infants
and children to take into account

potential pre-and post-natal toxicity was
not imposed in this case. The Agency
believes that reliable data support the
use of the standard 100-fold uncertainty
factor, and that a ten-fold (10x)
uncertainty factor is not needed to
protect the safety of infants and
children.

2. Acute risk. For children 1 to 6 years
old, (most highly exposed subgroup),
the aggregate acute exposure is
estimated at 0.005572 mg/kg/day, with
a resulting MOE of 179. EPA generally
has no concern for MOEs over 100.

3. Chronic exposure and risk. Using
the conservative exposure assumptions,
EPA has concluded that aggregate
exposure to cypermethrin from food and
water is estimated at 0.000044 mg/kg/
day for children 1 to 6 years old (the
highly exposed subgroup) will utilize
0.4% of the RfD for infants and
children. EPA generally has no concern
for exposures below 100% of the RfD
because the RfD represents the level at
or below which daily aggregate dietary
exposure over a lifetime will not pose
appreciable risks to human health.

4. Short- or intermediate-term risk.
Short- and intermediate-term aggregate
exposure takes into account chronic
dietary food and water (considered to be
a background exposure level) plus short-
term and intermediate-term residential
exposure. The MOE for non-nursing
infants <1 year old (most highly
exposed subgroup) is estimated at 1,900,
well above MOE values of a MOE less
than 100 which the Agency finds
unacceptable.

Therefore, EPA concludes that there is
reasonable certainty that no harm will
result to infants and children from
aggregate exposure to cypermethrin
residues.

5. Special docket. The complete acute
and chronic exposure analyses
(including dietary, non-dietary, drinking
water, and residential exposure, and
analysis of exposure to infants and
children) used for risk assessment
purposes can be found in the Special
Docket for the FQPA under the title
“Risk Assessment for Extension of
Tolerances for Synthetic Pyrethroids.”
Further explanation regarding EPA’s
decision regarding the additional safety
factor can also be found in the Special
Docket.

H. Endocrine Disrupter Effects

EPA is required to develop a
screening program to determine whether
certain substances (including all
pesticides and inerts ) “may have an
effect in humans that is similar to an
effect produced by a naturally occurring
estrogen, or such other endocrine
effect....” The Agency is currently
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working with interested stakeholders,
including other government agencies,
public interest groups, industry, and
research scientists in developing a
screening and testing program and a
priority setting scheme to implement
the program. Congress has allowed 3
years from passage of FQPA (August 3,
1999) to implement this program. At
that time, EPA may require further
testing of this active ingredient and end
use products for endocrine disruption
effects.

I11. Other Considerations

A. Metabolism In Plants and Animals

The metabolism of cypermethrin in
plants and animals is adequately
understood. Studies have been
conducted to delineate the metabolism
of radiolabelled cypermethrin in various
crops all showing similar results. The
residue that is regulated is the parent
compound, cypermethrin.

B. Analytical Enforcement Methodology

Adequate enforcement methodology
Gas Chromatography with Electron
Capture Detection (GC/ECD) is available
in PAM Il for enforcement of the
tolerance.

C. Magnitude of Residues

Residue data from field trial and the
FDA monitoring program (1992-1995)
and the PDP monitoring program (1994)
were used to estimate chronic dietary
exposure. For the chronic analyses,
mean residues from FDA monitoring
were used for letttuce and onions (dry
bulbs). Residue field trial data were
used for broccoli, cabbage, cotton, green
onions, mustard greens, and pecans. For
acute dietary exposure analysis, field
trial residue data, along with percent
crop treated were used in the Monte
Carlo analysis.

D. International Residue Limits

There are no Codex Maximum
Residue Limits (MRL) for cypermethrin
on green onions.

1V. Conclusion

Therefore, the tolerance is established
for residues of cypermethrin (z) alpha-
cyano(3-phenoxyphenyl)methyl (z) cis,
trans 3-(2,2-dichloroethenyl)-2,2-
dimethylcyclopropanecarboxylate) in or
on the raw agricultural commodity
green onions at 6.0 ppm.

V. Objections and Hearing Requests

The new FFDCA section 408(g)
provides essentially the same process
for persons to ““‘object” to a tolerance
regulation issued by EPA under new
section 408(e) and (I)(6) as was provided
in the old section 408 and in section

409. However, the period for filing
objections is 60 days, rather than 30
days. EPA currently has procedural
regulations which govern the
submission of objections and hearing
requests. These regulations will require
some modification to reflect the new
law. However, until those modifications
can be made, EPA will continue to use
those procedural regulations with
appropriate adjustments to reflect the
new law.

Any person may, by November 10,
1998, file written objections to any
aspect of this regulation and may also
request a hearing on those objections.
Objections and hearing requests must be
filed with the Hearing Clerk, at the
address given above (40 CFR 178.20). A
copy of the objections and/or hearing
requests filed with the Hearing Clerk
should be submitted to the OPP docket
for this rulemaking. The objections
submitted must specify the provisions
of the regulation deemed objectionable
and the grounds for the objections (40
CFR 178.25). Each objection must be
accompanied by the fee prescribed by
40 CFR 180.33(i). If a hearing is
requested, the objections must include a
statement of the factual issues on which
a hearing is requested, the requestor’s
contentions on such issues, and a
summary of any evidence relied upon
by the requestor (40 CFR 178.27). A
request for a hearing will be granted if
the Administrator determines that the
material submitted shows the following:
There is genuine and substantial issue
of fact; there is a reasonable possibility
that available evidence identified by the
requestor would, if established, resolve
one or more of such issues in favor of
the requestor, taking into account
uncontested claims or facts to the
contrary; and resolution of the factual
issues in the manner sought by the
requestor would be adequate to justify
the action requested (40 CFR 178.32).
Information submitted in connection
with an objection or hearing request
may be claimed confidential by marking
any part or all of that information as
CBI. Information so marked will not be
disclosed except in accordance with
procedures set forth in 40 CFR part 2.

A copy of the information that does not
contain CBI must be submitted for
inclusion in the public record.
Information not marked confidential
may be disclosed publicly by EPA
without prior notice.

VI. Public Record and Electronic
Submissions

EPA has established a record for this
rulemaking under docket control
number [OPP-300706] (including any
comments and data submitted

electronically). A public version of this
record, including printed, paper
versions of electronic comments, which
does not include any information
claimed as CBI, is available for
inspection from 8:30 am. to 4 p.m.,
Monday through Friday, excluding legal
holidays. The public record is located in
Room 119 of the Public Information and
Records Integrity Branch, Information
Resources and Services Division
(7502C), Office of Pesticide Programs,
Environmental Protection Agency,
Crystal Mall #2, 1921 Jefferson Davis
Highway, Arlington, VA.

Electronic comments may be sent
directly to EPA at:

opp-docket@epamail.epa.gov.

Electronic comments must be
submitted as an ASCII file avoiding the
use of special characters and any form
of encryption.

The official record for this
rulemaking, as well as the public
version, as described above will be kept
in paper form. Accordingly, EPA will
transfer any copies of objections and
hearing requests received electronically
into printed, paper form as they are
received and will place the paper copies
in the official rulemaking record which
will also include all comments
submitted directly in writing. The
official rulemaking record is the paper
record maintained at the Virginia
address in ““ADDRESSES” at the
beginning of this document.

VII. Regulatory Assessment
Requirements

A. Certain Acts and Executive Orders

This final rule establishes a tolerance
under FFDCA section 408(d) in
response to a petition submitted to the
Agency. The Office of Management and
Budget (OMB) has exempted these types
of actions from review under Executive
Order 12866, entitled Regulatory
Planning and Review (58 FR 51735,
October 4, 1993). This final rule does
not contain any information collections
subject to OMB approval under the
Paperwork Reduction Act (PRA), 44
U.S.C. 3501 et seq., or impose any
enforceable duty or contain any
unfunded mandate as described under
Title Il of the Unfunded Mandates
Reform Act of 1995 (UMRA) (Pub. L.
104-4). Nor does it require any prior
consultation as specified by Executive
Order 12875, entitled Enhancing the
Intergovernmental Partnership (58 FR
58093, October 28, 1993), or special
considerations as required by Executive
Order 12898, entitled Federal Actions to
Address Environmental Justice in
Minority Populations and Low-Income
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Populations (59 FR 7629, February 16,
1994), or require OMB review in
accordance with Executive Order 13045,
entitled Protection of Children from
Environmental Health Risks and Safety
Risks (62 FR 19885, April 23, 1997).

B. Executive Order 12875

Under Executive Order 12875,
entitled Enhancing Intergovernmental
Partnerships (58 FR 58093, October 28,
1993), EPA may not issue a regulation
that is not required by statute and that
creates a mandate upon a State, local or
tribal government, unless the Federal
government provides the funds
necessary to pay the direct compliance
costs incurred by those governments. If
the mandate is unfunded, EPA must
provide to the Office of Management
and Budget (OMB) a description of the
extent of EPA’s prior consultation with
representatives of affected State, local
and tribal governments, the nature of
their concerns, copies of any written
communications from the governments,
and a statement supporting the need to
issue the regulation. In addition,
Executive Order 12875 requires EPA to
develop an effective process permitting
elected officials and other
representatives of State, local and tribal
governments ‘‘to provide meaningful
and timely input in the development of
regulatory proposals containing
significant unfunded mandates.”

Today’s rule does not create an
unfunded federal mandate on State,
local or tribal governments. The rule
does not impose any enforceable duties
on these entities. Accordingly, the
requirements of section 1(a) of
Executive Order 12875 do not apply to
this rule.

C. Executive Order 13084

Under Executive Order 13084,
entitled Consultation and Coordination
with Indian Tribal Governments (63 FR
27655, May 19,1998), EPA may not
issue a regulation that is not required by
statute, that significantly or uniquely
affects the communities of Indian tribal
governments, and that imposes
substantial direct compliance costs on
those communities, unless the Federal
government provides the funds
necessary to pay the direct compliance
costs incurred by the tribal
governments. If the mandate is
unfunded, EPA must provide OMB, in
a separately identified section of the
preamble to the rule, a description of
the extent of EPA’s prior consultation
with representatives of affected tribal
governments, a summary of the nature
of their concerns, and a statement
supporting the need to issue the
regulation. In addition, Executive Order

13084 requires EPA to develop an
effective process permitting elected and
other representatives of Indian tribal
governments ‘‘to provide meaningful
and timely input in the development of
regulatory policies on matters that
significantly or uniquely affect their
communities.”

Today'’s rule does not significantly or
uniquely affect the communities of
Indian tribal governments. This action
does not involve or impose any
requirements that affect Indian Tribes.
Accordingly, the requirements of
section 3(b) of Executive Order 13084
do not apply to this rule.

In addition, since these tolerances and
exemptions that are established on the
basis of a petition under FFDCA section
408(d), such as the tolerance in this
final rule, do not require the issuance of
a proposed rule, the requirements of the
Regulatory Flexibility Act (RFA) (5
U.S.C. 601 et seq.) do not apply.
Nevertheless, the Agency has previously
assessed whether establishing
tolerances, exemptions from tolerances,
raising tolerance levels or expanding
exemptions might adversely impact
small entities and concluded, as a
generic matter, that there is no adverse
economic impact. The factual basis for
the Agency’s generic certification for
tolerance actions published on May 4,
1981 (46 FR 24950) and was provided
to the Chief Counsel for Advocacy of the
Small Business Administration.

VIII. Submission to Congress and the
Comptroller General

The Congressional Review Act, 5
U.S.C. 801 et seq., as added by the Small
Business Regulatory Enforcement
Fairness Act of 1996, generally provides
that before a rule may take effect, the
agency promulgating the rule must
submit a rule report, which includes a
copy of the rule, to each House of the
Congress and to the Comptroller General
of the United States. EPA will submit a
report containing this rule and other
required information to the U.S. Senate,
the U.S. House of Representatives, and
the Comptroller General of the United
States prior to publication of the rule in
the Federal Register. This rule is not a
“major rule” as defined by 5 U.S.C.
804(2).

List of Subjects in 40 CFR Part 180

Environmental protection,
Administrative practice and procedure,
Agricultural commodities, Pesticides
and pests, Reporting and recordkeeping
requirements.

Dated: August 31, 1998.
James Jones,

Director, Registration Division, Office of
Pesticide Programs.

Therefore, 40 CFR chapter | is
amended as follows:

PART 180-[AMENDED]

1. The authority citation for part 180
continues to read as follows:

Authority: 21 U.S.C. 346a and 371.

2.In §180.418, the table in paragraph
(2)(1) is amended by alphabetically
adding the commodity to read as
follows:

§180.418 Cypermethrin; tolerances for
residues.

@@* * =
Commodity Parts per million
onions, green ..........ccecueene 6.0
* * * * *

[FR Doc. 98-24472 Filed 9-10-98; 8:45 am]
BILLING CODE 6560-50-F

ENVIRONMENTAL PROTECTION
AGENCY

40 CFR Part 180
[OPP-300685; FRL—6017-9]
RIN 2070-AB78

Metolachlor; Pesticide Tolerances for
Emergency Exemptions

AGENCY: Environmental Protection
Agency (EPA).
ACTION: Final rule.

SUMMARY: This regulation establishes a
time-limited tolerance for combined
residues of metolachlor and its
metabolites determined as the
derivatives, 2-[(2-ethyl-6-
methylphenyl)amino]-1-propanol and 4-
(2-ethyl-6-methylphenyl)-2-hydroxy-5-
methyl-3- morpholinone, each
expressed as the parent compound in or
on grass forage and grass hay. This
action is in response to EPA’s granting
of an emergency exemption under
section 18 of the Federal Insecticide,
Fungicide, and Rodenticide Act
authorizing use of the pesticide on grass
grown for seed in Oregon. This
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regulation establishes maximum
permissible levels for residues of
metolachlor in these feed commodities
pursuant to section 408(1)(6) of the
Federal Food, Drug, and Cosmetic Act,
as amended by the Food Quality
Protection Act of 1996. The tolerances
will expire and are revoked on
December 31, 1999.

DATES: This regulation is effective
September 11, 1998. Objections and
requests for hearings must be received
by EPA on or before November 10, 1998.
ADDRESSES: Written objections and
hearing requests, identified by the
docket control number, [OPP-300685],
must be submitted to: Hearing Clerk
(1900), Environmental Protection
Agency, Rm. M3708, 401 M St., SW.,
Washington, DC 20460. Fees
accompanying objections and hearing
requests shall be labeled “Tolerance
Petition Fees” and forwarded to: EPA
Headquarters Accounting Operations
Branch, OPP (Tolerance Fees), P.O. Box
360277M, Pittsburgh, PA 15251. A copy
of any objections and hearing requests
filed with the Hearing Clerk identified
by the docket control number, [OPP—
300685], must also be submitted to:
Public Information and Records
Integrity Branch, Information Resources
and Services Division (7502C), Office of
Pesticide Programs, Environmental
Protection Agency, 401 M St., SW.,
Washington, DC 20460. In person, bring
a copy of objections and hearing
requests to Rm. 119, Crystal Mall #2,
1921 Jefferson Davis Hwy., Arlington,
VA.

A copy of objections and hearing
requests filed with the Hearing Clerk
may also be submitted electronically by
sending electronic mail (e-mail) to: opp-
docket@epamail.epa.gov. Copies of
objections and hearing requests must be
submitted as an ASCII file avoiding the
use of special characters and any form
of encryption. Copies of objections and
hearing requests will also be accepted
on disks in WordPerfect 5.1/6.1 file
format or ASCII file format. All copies
of objections and hearing requests in
electronic form must be identified by
the docket control number [OPP—
300685]. No Confidential Business
Information (CBI) should be submitted
through e-mail. Electronic copies of
objections and hearing requests on this
rule may be filed online at many Federal
Depository Libraries.

FOR FURTHER INFORMATION CONTACT: By
mail: Andrea Beard, Registration
Division (7505C), Office of Pesticide
Programs, Environmental Protection
Agency, 401 M St., SW., Washington,
DC 20460. Office location, telephone
number, and e-mail address: Crystal

Mall #2, 1921 Jefferson Davis Hwy.,
Arlington, VA, (703) 308—-9356, e-mail:
beard.andrea@epamail.epa.gov.
SUPPLEMENTARY INFORMATION: EPA, on
its own initiative, pursuant to section
408(e) and (I)(6) of the Federal Food,
Drug, and Cosmetic Act (FFDCA), 21
U.S.C. 346a(e) and (1)(6), is establishing
a tolerance for combined residues of the
herbicide metolachlor and its
metabolites determined as the
derivatives, 2-[(2-ethyl-6-
methylphenyl)amino]-1-propanol and 4-
(2-ethyl-6-methylphenyl)-2-hydroxy-5-
methyl-3-morpholinone, each expressed
as the parent compound, in or on grass
forage at 10 part per million (ppm), and
grass hay at 0.2 ppm. These tolerances
will expire and are revoked on
December 31, 1999. EPA will publish a
document in the Federal Register to
remove the revoked tolerances from the
Code of Federal Regulations.

I. Background and Statutory Authority

The Food Quality Protection Act of
1996 (FQPA) (Pub. L. 104-170) was
signed into law August 3, 1996. FQPA
amends both the Federal Food, Drug,
and Cosmetic Act (FFDCA), 21 U.S.C.
301 et seq., and the Federal Insecticide,
Fungicide, and Rodenticide Act
(FIFRA), 7 U.S.C. 136 et seq . The FQPA
amendments went into effect
immediately. Among other things,
FQPA amends FFDCA to bring all EPA
pesticide tolerance-setting activities
under a new section 408 with a new
safety standard and new procedures.
These activities are described below and
discussed in greater detail in the final
rule establishing the time-limited
tolerance associated with the emergency
exemption for use of propiconazole on
sorghum (61 FR 58135, November 13,
1996)(FRL-5572-9).

New section 408(b)(2)(A)(i) of the
FFDCA allows EPA to establish a
tolerance (the legal limit for a pesticide
chemical residue in or on a food) only
if EPA determines that the tolerance is
“safe.” Section 408(b)(2)(A)(ii) defines
‘““safe’” to mean that “there is a
reasonable certainty that no harm will
result from aggregate exposure to the
pesticide chemical residue, including
all anticipated dietary exposures and all
other exposures for which there is
reliable information.” This includes
exposure through drinking water and in
residential settings, but does not include
occupational exposure. Section
408(b)(2)(C) requires EPA to give special
consideration to exposure of infants and
children to the pesticide chemical
residue in establishing a tolerance and
to “ensure that there is a reasonable
certainty that no harm will result to

infants and children from aggregate
exposure to the pesticide chemical
residue. . ..”

Section 18 of FIFRA authorizes EPA
to exempt any Federal or State agency
from any provision of FIFRA, if EPA
determines that “‘emergency conditions
exist which require such exemption.”
This provision was not amended by
FQPA. EPA has established regulations
governing such emergency exemptions
in 40 CFR part 166.

Section 408(1)(6) of the FFDCA
requires EPA to establish a time-limited
tolerance or exemption from the
requirement for a tolerance for pesticide
chemical residues in food that will
result from the use of a pesticide under
an emergency exemption granted by
EPA under section 18 of FIFRA. Such
tolerances can be established without
providing notice or period for public
comment.

Because decisions on section 18-
related tolerances must proceed before
EPA reaches closure on several policy
issues relating to interpretation and
implementation of the FQPA, EPA does
not intend for its actions on such
tolerance to set binding precedents for
the application of section 408 and the
new safety standard to other tolerances
and exemptions.

1. Emergency Exemption for
Metolachlor on Grass Grown for Seed
and FFDCA Tolerances

Because of cancellation of several
herbicide uses in recent years, a shift in
weed populations and the development
of resistance, plus restrictions imposed
on open field burning, grass growers are
no longer able to control weeds
adequately with registered materials and
cultural methods. The Applicants claim
that if weeds are not adequately
controlled, growers will incur
significant economic losses due to
reduced yields, and from losses due to
contaminated seed, and replanting of
fields that do not meet certification
requirements. The Applicant proposed
use of metolachlor, in conjunction with
several other herbicides, to comprise a
comprehensive management system to
solve the current weed control problems
in grass seed production. EPA has
authorized under FIFRA section 18 the
use of metolachlor on grass grown for
seed for control of weeds in Oregon.
After having reviewed the submission,
EPA concurs that emergency conditions
exist for this State.

As part of its assessment of this
emergency exemption, EPA assessed the
potential risks presented by residues of
metolachlor in or on grass hay and
forage. In doing so, EPA considered the
new safety standard in FFDCA section
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408(b)(2), and EPA decided that the
necessary tolerances under FFDCA
section 408(1)(6) would be consistent
with the new safety standard and with
FIFRA section 18. Consistent with the
need to move quickly on the emergency
exemption in order to address an urgent
non-routine situation and to ensure that
the resulting food is safe and lawful,
EPA is issuing these tolerances without
notice and opportunity for public
comment under section 408(e), as
provided in section 408(1)(6). Although
these tolerances will expire and are
revoked on December 31, 1999, under
FFDCA section 408(1)(5), residues of the
pesticide not in excess of the amounts
specified in the tolerances remaining in
or on grass hay or forage after that date
will not be unlawful, provided the
pesticide is applied in a manner that
was lawful under FIFRA, and the
residues do not exceed a level that was
authorized by these tolerances at the
time of that application. EPA will take
action to revoke these tolerances earlier
if any experience with, scientific data
on, or other relevant information on this
pesticide indicate that the residues are
not safe.

Because these tolerances are being
approved under emergency conditions
EPA has not made any decisions about
whether metolachlor meets EPA’s
registration requirements for use on
grass grown for seed or whether
permanent tolerances for this use would
be appropriate. Under these
circumstances, EPA does not believe
that these tolerances serve as a basis for
registration of metolachlor by a State for
special local needs under FIFRA section
24(c). Nor do these tolerances serve as
the basis for any State other than Oregon
to use this pesticide on this crop under
section 18 of FIFRA without following
all provisions of section 18 as identified
in 40 CFR part 166. For additional
information regarding the emergency
exemption for metolachlor, contact the
Agency’s Registration Division at the
address provided above.

I11. Risk Assessment and Statutory
Findings

EPA performs a number of analyses to
determine the risks from aggregate
exposure to pesticide residues. First,
EPA determines the toxicity of
pesticides based primarily on
toxicological studies using laboratory
animals. These studies address many
adverse health effects, including (but
not limited to) reproductive effects,
developmental toxicity, toxicity to the
nervous system, and carcinogenicity.
Second, EPA examines exposure to the
pesticide through the diet (e.g., food and
drinking water) and through exposures

that occur as a result of pesticide use in
residential settings.

A. Toxicity

1. Threshold and non-threshold
effects. For many animal studies, a dose
response relationship can be
determined, which provides a dose that
causes adverse effects (threshold effects)
and doses causing no observed effects
(the ““no-observed effect level” or
“NOEL").

Once a study has been evaluated and
the observed effects have been
determined to be threshold effects, EPA
generally divides the NOEL from the
study with the lowest NOEL by an
uncertainty factor (usually 100 or more)
to determine the Reference Dose (RfD).
The RfD is a level at or below which
daily aggregate exposure over a lifetime
will not pose appreciable risks to
human health. An uncertainty factor
(sometimes called a “safety factor’) of
100 is commonly used since it is
assumed that people may be up to 10
times more sensitive to pesticides than
the test animals, and that one person or
subgroup of the population (such as
infants and children) could be up to 10
times more sensitive to a pesticide than
another. In addition, EPA assesses the
potential risks to infants and children
based on the weight of the evidence of
the toxicology studies and determines
whether an additional uncertainty factor
is warranted. Thus, an aggregate daily
exposure to a pesticide residue at or
below the RfD (expressed as 100 % or
less of the RfD) is generally considered
acceptable by EPA. EPA generally uses
the RfD to evaluate the chronic risks
posed by pesticide exposure. For shorter
term risks, EPA calculates a margin of
exposure (MOE) by dividing the
estimated human exposure into the
NOEL from the appropriate animal
study. Commonly, EPA finds MOEs
lower than 100 to be unacceptable. This
100-fold MOE is based on the same
rationale as the 100-fold uncertainty
factor.

Lifetime feeding studies in two
species of laboratory animals are
conducted to screen pesticides for
cancer effects. When evidence of
increased cancer is noted in these
studies, the Agency conducts a weight
of the evidence review of all relevant
toxicological data including short-term
and mutagenicity studies and structure
activity relationship. Once a pesticide
has been classified as a potential human
carcinogen, different types of risk
assessments (e.g., linear low dose
extrapolations or MOE calculation based
on the appropriate NOEL) will be
carried out based on the nature of the

carcinogenic response and the Agency’s
knowledge of its mode of action.

2. Differences in toxic effect due to
exposure duration. The toxicological
effects of a pesticide can vary with
different exposure durations. EPA
considers the entire toxicity data base,
and based on the effects seen for
different durations and routes of
exposure, determines which risk
assessments should be done to assure
that the public is adequately protected
from any pesticide exposure scenario.
Both short and long durations of
exposure are always considered.
Typically, risk assessments include
“‘acute,” “‘short-term,” “‘intermediate
term,” and “‘chronic” risks. These
assessments are defined by the Agency
as follows.

Acute risk, by the Agency’s definition,
results from 1-day consumption of food
and water, and reflects toxicity which
could be expressed following a single
oral exposure to the pesticide residues.
High end exposure to food and water
residues are typically assumed.

Short-term risk results from exposure
to the pesticide for a period of 1-7 days,
and therefore overlaps with the acute
risk assessment. Historically, this risk
assessment was intended to address
primarily dermal and inhalation
exposure which could result, for
example, from residential pesticide
applications. However, since enaction of
FQPA, this assessment has been
expanded to include both dietary and
non-dietary sources of exposure, and
will typically consider exposure from
food, water, and residential uses when
reliable data are available. In this
assessment, risks from average food and
water exposure, and high-end
residential exposure, are aggregated.
High-end exposures from all three
sources are not typically added because
of the very low probability of this
occurring in most cases, and because the
other conservative assumptions built
into the assessment assure adequate
protection of public health. However,
for cases in which high-end exposure
can reasonably be expected from
multiple sources (e.g. frequent and
widespread homeowner use in a
specific geographical area), multiple
high-end risks will be aggregated and
presented as part of the comprehensive
risk assessment/characterization. Since
the toxicological endpoint considered in
this assessment reflects exposure over a
period of at least 7 days, an additional
degree of conservatism is built into the
assessment; i.e., the risk assessment
nominally covers 1-7 days exposure,
and the toxicological endpoint/NOEL is
selected to be adequate for at least 7
days of exposure. (Toxicity results at
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lower levels when the dosing duration
is increased.)

Intermediate-term risk results from
exposure for 7 days to several months.
This assessment is handled in a manner
similar to the short-term risk
assessment.

Chronic risk assessment describes risk
which could result from several months
to a lifetime of exposure. For this
assessment, risks are aggregated
considering average exposure from all
sources for representative population
subgroups including infants and
children.

B. Aggregate Exposure

In examining aggregate exposure,
FFDCA section 408 requires that EPA
take into account available and reliable
information concerning exposure from
the pesticide residue in the food in
guestion, residues in other foods for
which there are tolerances, residues in
groundwater or surface water that is
consumed as drinking water, and other
non-occupational exposures through
pesticide use in gardens, lawns, or
buildings (residential and other indoor
uses). Dietary exposure to residues of a
pesticide in a food commodity are
estimated by multiplying the average
daily consumption of the food forms of
that commodity by the tolerance level or
the anticipated pesticide residue level.
The Theoretical Maximum Residue
Contribution (TMRC) is an estimate of
the level of residues consumed daily if
each food item contained pesticide
residues equal to the tolerance. In
evaluating food exposures, EPA takes
into account varying consumption
patterns of major identifiable subgroups
of consumers, including infants and
children. The TMRC is a “‘worst case”
estimate since it is based on the
assumptions that food contains
pesticide residues at the tolerance level
and that 100% of the crop is treated by
pesticides that have established
tolerances. If the TMRC exceeds the RfD
or poses a lifetime cancer risk that is
greater than approximately one in a
million, EPA attempts to derive a more
accurate exposure estimate for the
pesticide by evaluating additional types
of information (anticipated residue data
and/or percent of crop treated data)
which show, generally, that pesticide
residues in most foods when they are
eaten are well below established
tolerances.

Percent of crop treated estimates are
derived from federal and private market
survey data. Typically, a range of
estimates are supplied and the upper
end of this range is assumed for the
exposure assessment. By using this
upper end estimate of percent of crop

treated, the Agency is reasonably certain
that exposure is not understated for any
significant subpopulation group.
Further, regional consumption
information is taken into account
through EPA’s computer-based model
for evaluating the exposure of
significant subpopulations including
several regional groups, to pesticide
residues. For this pesticide, the most
highly exposed population subgroups
(non-nursing infants <1 year old, and
children 1 to 6 years old) were not
regionally based.

IV. Aggregate Risk Assessment and
Determination of Safety

Consistent with section 408(b)(2)(D),
EPA has reviewed the available
scientific data and other relevant
information in support of this action,
EPA has sufficient data to assess the
hazards of metolachlor and to make a
determination on aggregate exposure,
consistent with section 408(b)(2), for
time-limited tolerances for combined
residues of metolachlor and its
metabolites in/on grass forage at 10
ppm, and grass hay at 0.2 ppm. EPA’s
assessment of the dietary exposures and
risks associated with establishing the
tolerances follows.

A. Toxicological Profile

EPA has evaluated the available
toxicity data and considered its validity,
completeness, and reliability as well as
the relationship of the results of the
studies to human risk. EPA has also
considered available information
concerning the variability of the
sensitivities of major identifiable
subgroups of consumers, including
infants and children. The nature of the
toxic effects caused by metolachlor are
discussed below.

1. Acute toxicity. EPA scientists have
determined that available data do not
indicate that there is potential for
adverse effects after a single dietary
exposure. Therefore, acute risk
assessments were not conducted.

2. Short - and intermediate - term
toxicity. For intermediate-term dermal
risk assessment, the NOEL of 100
milligrams/kilogram/day ( mg/kg/day)
from the 21-day dermal toxicity study in
rats is to be used. At the lowest effect
level (LEL) of 1,000 mg/kg/day, there
were dose-related increases in minor
histopathological alterations of the skin,
in total bilirubin (females), in absolute
and relative liver weights (males), and
in relative kidney weights (females). An
inhalation exposure intermediate-term
hazard was not identified. The EPA has
determined that the available data do
not indicate the potential for adverse

effects from short-term dermal or
inhalation exposures.

3. Chronic toxicity. EPA has
established the RfD for metolachlor at
0.10 mg/kg bodyweight/day (bwt/day).
This RfD is based on the results from the
1-year feeding study in dogs, with a
NOEL of 9.7 mg/kg/day, and an
uncertainty factor of 100, based on
decreased body weight gain at the LOEL
of 33 mg/kg/day.

4. Carcinogenicity. Under the EPA
Guidelines for Carcinogen Risk
Assessment, metolachlor has been
classified as a Group C Chemical
(possible human carcinogen), based on
increased incidence of adenomas and
combined adenomas/carcinomas in
female rats. The structural relationship
of metolachlor to acetochlor and
alachlor was of concern to the OPP
Carcinogenicity Peer Review Committee
(CPRC). However, in light of new
information on the relative metabolism
of these chemicals, and since there was
no supportable mutagenicity concern,
the CPRC recommended the MOE
approach for estimation of risk, using
the NOEL of 15.7 mg/kg/day from the 2-
year rat feeding study.

B. Exposures and Risks

1. From food and feed uses.
Tolerances have been established (40
CFR 180.368) for the combined residues
of metolachlor and its metabolites, in or
on a variety of raw agricultural
commodities ranging from 0.02 ppm in
various animal commodities, to 30 ppm
in peanut forage and hay. Risk
assessments were conducted by EPA to
assess dietary exposures and risks from
metolachlor as follows:

i. Acute exposure and risk. Acute
dietary risk assessments are performed
for a food-use pesticide if a toxicological
study has indicated the possibility of an
effect of concern occurring as a result of
a one day or single exposure. EPA
scientists have determined that
available data do not indicate that there
is potential for adverse effects after a
single dietary exposure. Therefore, acute
risk assessment is not required.

ii. Chronic exposure and risk. In
conducting this chronic dietary (food
only) risk assessment, OPP used percent
of crop treated data for selected crops,
and assumed tolerance level residues in
all commodities having metolachlor
tolerances. These assumptions result in
an overestimate of human dietary
exposure, and thus this risk estimate
should be viewed as conservative;
further refinement using anticipated
residue levels and additional percent
crop treated values would result in
lower exposure estimates. Based on the
given assumptions, EPA has calculated



48590

Federal Register/Vol. 63, No. 176/Friday, September 11, 1998/Rules and Regulations

that dietary exposure to metolachlor
will utilize 1.1 % of the RfD for the
overall U.S. population. The major
identifiable subgroups with the highest
exposure are non-nursing infants <1
year old and children 1 to 6 years old,
both at 2.3 % of the RfD. This is further
discussed below in the section on
infants and children. EPA generally has
no concern for exposure below 100% of
the RfD because the RfD represents the
level at or below which daily aggregate
dietary exposure over a lifetime will not
pose appreciable risks to human health.
Despite the potential for exposure to
metolachlor in drinking water, EPA
does not expect the aggregate exposure
to exceed 100% of the RfD. EPA
concludes that there is reasonable
certainty that no harm will result from
chronic aggregate exposure to
metolachlor residues.

2. From drinking water.
Environmental fate studies indicate that
metolachlor appears to be moderately
persistent and ranges from being mobile
to highly mobile in different soils. Data
collected from around the US provides
evidence that metolachlor leaches into
ground water, occasionally at levels that
exceed the Lifetime Health Advisory
(HA) level of 100 ppb. Metolachlor is
not yet formally regulated under the
Safe Drinking Water Act; therefore, no
enforcement Maximum Contaminant
Level (MCL) has been established for it.
Metolachlor also has relatively high
health advisory levels (1-10 day HA
level of 2,000 ppb and lifetime HA level
of 100 ppb). Based on available data, it
appears highly unlikely that maximum
or short-term average metolachlor
concentrations will exceed the 1-10 day
HA levels of 2,000 ppb, or that annual
average metolachlor concentrations will
exceed the lifetime HA of 100 ppb
anywhere. Additionally, to mitigate risk,
additional label restrictions are being
required under the Reregistration
process, designed to minimize ground
and surface water contamination.

Because the Agency lacks sufficient
water-related exposure data to complete
a comprehensive drinking water risk
assessment for many pesticides, EPA
has commenced and nearly completed a
process to identify a reasonable yet
conservative bounding figure for the
potential contribution of water-related
exposure to the aggregate risk posed by
a pesticide. In developing the bounding
figure, EPA estimated residue levels in
water for a number of specific pesticides
using various data sources. The Agency
then applied the estimated residue
levels, in conjunction with appropriate
toxicological endpoints (RfD’s or acute
dietary NOEL’s) and assumptions about
body weight and consumption, to

calculate, for each pesticide, the
increment of aggregate risk contributed
by consumption of contaminated water.
While EPA has not yet pinpointed the
appropriate bounding figure for
exposure from contaminated water, the
ranges the Agency is continuing to
examine are all below the level that
would cause metolachlor to exceed the
RfD if the tolerance being considered in
this document were granted. The
Agency has therefore concluded that the
potential exposures associated with
metolachlor in water, even at the higher
levels the Agency is considering as a
conservative upper bound, would not
prevent the Agency from determining
that there is a reasonable certainty of no
harm if the tolerance is granted.

3. From non-dietary exposure.
Metolachlor is currently registered for
use on a number of residential non-food
sites including ornamental plants and
grasses, highway rights of way, and
recreational areas. No indoor uses are
registered.

i. Acute exposure and risk. EPA
generally will not include residential or
other non-dietary exposures as a
component of the acute exposure
assessment. Theoretically, it is also
possible that a residential, or other non-
dietary, exposure could be combined
with the acute total dietary exposure
from food and water. However, the
Agency does not believe that aggregate
multiple exposure to large amounts of
pesticide residues in the residential
environment via multiple products and
routes for a one day exposure is a
reasonably probable event. It is highly
unlikely that, in one day, an individual
would have multiple high-end
exposures to the same pesticide by
treating their lawn and garden, treating
their house via crack and crevice
application, swimming in a pool, and be
maximally exposed by the food and
water consumed. Additionally, the
concept of an acute exposure as a single
exposure does not allow for including
post-application exposures, in which
residues decline over a period of days
after application. Therefore, the Agency
believes that residential exposures are
more appropriately included in the
short-term exposure scenario discussed
below.

ii. Short- and intermediate-term
exposure and risk. There are residential
uses of metolachlor and EPA
acknowledges that there may be short
and intermediate-term non-occupational
exposure scenarios. The EPA has
identified a toxicity endpoint for
intermediate-term residential risks.
However, no acceptable reliable
exposure data to assess the potential
risks are available at this time. Based on

the high level of the intermediate-term
toxicity endpoint (NOEL of 100 mg/kg/
day, and LOEL of 1,000 mg/kg/day), the
Agency does not expect the
intermediate-term aggregate risk to
exceed the level of concern. A short-
term non-dietary toxicity endpoint was
not identified for metolachlor.

iii. Chronic exposure and risk. The
Agency has concluded that a chronic
residential exposure scenario does not
exist for non-occupational uses of
metolachlor.

4. Cumulative exposure to substances
with common mechanism of toxicity.
Section 408(b)(2)(D)(v) requires that,
when considering whether to establish,
modify, or revoke a tolerance, the
Agency consider “available
information” concerning the cumulative
effects of a particular pesticide’s
residues and ‘“‘other substances that
have a common mechanism of toxicity.”
The Agency believes that “available
information” in this context might
include not only toxicity, chemistry,
and exposure data, but also scientific
policies and methodologies for
understanding common mechanisms of
toxicity and conducting cumulative risk
assessments. For most pesticides,
although the Agency has some
information in its files that may turn out
to be helpful in eventually determining
whether a pesticide shares a common
mechanism of toxicity with any other
substances, EPA does not at this time
have the methodologies to resolve the
complex scientific issues concerning
common mechanism of toxicity in a
meaningful way. EPA has begun a pilot
process to study this issue further
through the examination of particular
classes of pesticides. The Agency hopes
that the results of this pilot process will
increase the Agency’s scientific
understanding of this question such that
EPA will be able to develop and apply
scientific principles for better
determining which chemicals have a
common mechanism of toxicity and
evaluating the cumulative effects of
such chemicals. The Agency anticipates,
however, that even as its understanding
of the science of common mechanisms
increases, decisions on specific classes
of chemicals will be heavily dependent
on chemical specific data, much of
which may not be presently available.

Although at present the Agency does
not know how to apply the information
in its files concerning common
mechanism issues to most risk
assessments, there are pesticides as to
which the common mechanism issues
can be resolved. These pesticides
include pesticides that are
toxicologically dissimilar to existing
chemical substances (in which case the
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Agency can conclude that it is unlikely
that a pesticide shares a common
mechanism of activity with other
substances) and pesticides that produce
a common toxic metabolite (in which
case common mechanism of activity
will be assumed).

EPA does not have, at this time,
available data to determine whether
metolachlor has a common mechanism
of toxicity with other substances or how
to include this pesticide in a cumulative
risk assessment. Unlike other pesticides
for which EPA has followed a
cumulative risk approach based on a
common mechanism of toxicity,
metolachlor does not appear to produce
a toxic metabolite produced by other
substances. For the purposes of this
tolerance action, therefore, EPA has not
assumed that metolachlor has a
common mechanism of toxicity with
other substances.

C. Aggregate Risks and Determination of
Safety for U.S. Population

1. Acute risk. The available data for
metolachlor do not indicate the
potential for adverse effects from acute
dietary exposures. Therefore, an acute
aggregate risk assessment was not
conducted.

2. Chronic risk. Using the
conservative exposure assumptions
described above, EPA has concluded
that aggregate exposure to metolachlor
from food will utilize 1.1 % of the RfD
for the U.S. population. The major
identifiable subgroup with the highest
aggregate exposure is non-nursing
infants <1 year old, and children 1 to 6
years old, both at 2.3 % of the RfD; this
is further discussed below. EPA
generally has no concern for exposures
below 100% of the RfD because the RfD
represents the level at or below which
daily aggregate dietary exposure over a
lifetime will not pose appreciable risks
to human health. Despite the potential
for exposure to metolachlor in drinking
water and from non-dietary, non-
occupational exposure, EPA does not
expect the aggregate exposure to exceed
100% of the RfD. EPA concludes that
there is a reasonable certainty that no
harm will result from aggregate
exposure to metolachlor residues.

3. Short- and intermediate-term risk.
Short- and intermediate-term aggregate
exposure takes into account chronic
dietary food and water (considered to be
a background exposure level) plus
indoor and outdoor residential
exposure. Based on the low percentage
of the RfD occupied by the chronic
dietary exposure (<3% for all
population subgroups) and the high
level of the intermediate-term toxicity
endpoint (NOEL and LOEL of 100 and

1,000 mg/kg/day, respectively), in the
best scientific judgment of EPA, the
intermediate-term aggregate risk will not
exceed the Agency’s level of concern.
Despite the potential for exposure to
metolachlor in drinking water, EPA
does not expect the aggregate exposure
to exceed 100% of the RfD. Since a
short-term toxicity endpoint was not
identified for metolachlor, a short-term
aggregate risk assessment was not
conducted.

D. Aggregate Cancer Risk for U.S.
Population

Based on the CPRC recommendation
that the MOE approach be used to assess
cancer risk, a quantitative cancer risk
assessment was not performed. Based
on the aggregate chronic dietary analysis
(food only), the calculated MOEs for the
U.S. population and infants/children are
15,000 and 6,800, respectively. Other
than dietary exposure, no chronic
exposure scenarios have been identified
from registered uses of metolachlor. The
EPA believes that the potential
additional exposure in drinking water
would not significantly lower the
chronic dietary MOEs. The EPA has not
yet estabalished what an adequate MOE
should be for chemicals having a non-
linear mechanism for carcinogenicity.
At this time, and for the purpose of this
action only, the Agency concludes that
the MOEs given above are adequate to
ensure that there is a reasonable
certainty that no harm to the U.S.
population or to infants and children,
will result from aggregate exposure to
residues of metolachlor. When the
Agency reaches a conclusion on the
science policy issue of adequate MOEs
for non-linear carcinogens, it is possible
that the risk assessment for metolachlor
may need to be revised.

E. Aggregate Risks and Determination of
Safety for Infants and Children

1. Safety factor for infants and
children—i. In general. In assessing the
potential for additional sensitivity of
infants and children to residues of
metolachlor, EPA considered data from
developmental toxicity studies in the rat
and rabbit and a two-generation
reproduction study in the rat. The
developmental toxicity studies are
designed to evaluate adverse effects on
the developing organism resulting from
maternal pesticide exposure during
gestation. Reproduction studies provide
information relating to effects from
exposure to the pesticide on the
reproductive capability of mating
animals and data on systemic toxicity.

FFDCA section 408 provides that EPA
shall apply an additional tenfold margin
of safety for infants and children in the

case of threshold effects to account for
pre-and post-natal toxicity and the
completeness of the database unless
EPA determines that a different margin
of safety will be safe for infants and
children. Margins of safety are
incorporated into EPA risk assessments
either directly through use of a MOE
analysis or through using uncertainty
(safety) factors in calculating a dose
level that poses no appreciable risk to
humans. EPA believes that reliable data
support using the standard MOE and
uncertainty factor (usually 100 for
combined inter- and intra-species
variability)) and not the additional
tenfold MOE/uncertainty factor when
EPA has a complete data base under
existing guidelines and when the
severity of the effect in infants or
children or the potency or unusual toxic
properties of a compound do not raise
concerns regarding the adequacy of the
standard MOE/safety factor.

ii. Developmental toxicity studies. In
the rat developmental study, the
maternal NOEL was 300 mg/kg/day;
mortality, increased salivation,
lacrimation, convulsions, reduced body
weight gain, and reduced food
consumption were observed at the LEL
of 1,000 mg/kg/day. The developmental
NOEL was also 300 mg/kg/day, with
reduced mean fetal body weight,
reduced number of implantations, and a
slight increase in resorptions, seen at
the LEL of 1,000 mg/kg/day. In the
rabbit developmental study, the
maternal NOEL was 120 mg/kg/day,
with lacrimation, miosis, reduced food
consumption, and decreased body
weight gain seen at the LEL of 360 mg/
kg/day. No developmental effects were
observed at the levels tested, and
therefore the developmental NOEL was
greater than 360 mg/kg/day (the highest
dose tested (HDT)).

iii. Reproductive toxicity study. In the
two-generation rat reproductive study,
the reproductive/developmental toxicity
NOEL of 23 mg/kg/day was less than the
parental (systemic) toxicity NOEL of
>76 mg/kg/day (HDT). The
reproductive/developmental NOEL was
based on decreased pup body weight
during late lactation.

iv. Pre- and post-natal sensitivity.
Based on current toxicological data
requirements, the database for
metolachlor relative to pre- and post-
natal toxicity is complete. The
developmental toxicity NOELs of 300
mg/kg/day ( in rats) and >360 mg/kg/
day (HDT tested in rabbits) demonstrate
that there is not increased sensitivity to
metolachlor by the developing fetus
(pre-natal) in the presence of maternal
toxicity. There was developmental
toxicity in rats at 1,000 mg/kg/day (but
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not in rabbits). The developmental
NOELs are more than 30- and 37-fold
higher in the rats and rabbits,
respectively, than the NOEL of 9.7 mg/
kg/day from the 1-year feeding study in
dogs, which is the basis of the RfD. In
the two-generation reproductive toxicity
study in rats, the reproductive/
developmental toxicity NOEL of 23 mg/
kg/day was less than the parental
(systemic) toxicity NOEL of >76 mg/kg/
day. The reproductive/developmental
NOEL was based on decreased pup body
weight during late lactation and the
NOEL occurred at a level which is
below the NOEL for parental toxicity
(>76 mg/kg/day). This finding suggests
that pups are more sensitive to
metolachlor than adult animals. For
purposes of this Section 18 only, an
additional 3-fold uncertainty factor was
added to the RfD for infants and
children.

v. Conclusion. The TMRC value for
the most highly exposed infant and
children subgroups (non-nursing infants
<1 year old, and children 1 to 6 years
old) occupies 6.9% of the RfD for both
groups (with the additional 3-fold safety
factor). This estimate should be viewed
as conservative, since it is based on
percent of crop treated data for selected
crops and tolerance level residues for all
commodities. Refinement of the dietary
risk assessment by using additional
percent crop treated and anticipated
residue data would reduce dietary
exposure estimates. Therefore, this risk
assessment is an over-estimate of dietary
risk.

2. Acute risk. The available data for
metolachlor do not indicate the
potential for adverse effects from acute
dietary exposures. Therefore, no acute
risk assessment was conducted.

3. Chronic risk. Using the
conservative exposure assumptions
described above, EPA has concluded
that aggregate exposure to metolachlor
from food ranges from 6.9 % for non-
nursing infants <1 year old, down to 1.8
% for nursing infants <1 year old (using
an additional three-fold safety factor).
EPA generally has no concern for
exposures below 100% of the RfD
because the RfD represents the level at
or below which daily aggregate dietary
exposure over a lifetime will not pose
appreciable risks to human health.
Despite the potential for exposure to
metolachlor in drinking water and from
non-dietary, non-occupational exposure,
EPA does not expect the aggregate
exposure to exceed 100% of the RfD.
EPA concludes that there is a reasonable
certainty that no harm will result to
infants and children from aggregate
exposure to metolachlor residues.

4. Short- or intermediate-term risk.
Short- and intermediate-term aggregate
exposure takes into account chronic
dietary food and water (considered to be
a background exposure level) plus
indoor and outdoor residential
exposure. A short-term non-dietary
toxicity endpoint was not identified for
metolachlor. Using the conservative
exposure assumptions described above,
EPA has concluded that the percent of
the RfD that will be utilized by aggregate
exposure to residues of metolachlor is
6.9 % (using an additional 3 fold safety
factor) for non-nursing infants <1 year
old and children 1 to 6 years old (the
most highly exposed population
subgroups). Based on the low
percentage of the RfD occupied by the
chronic dietary exposure and the high
level of the intermediate-term toxicity
endpoint (NOEL = 100 mg/kg/day and
LOEL = 1,000 mg/kg/day), in the best
scientific judgment of EPA, the
intermediate-term aggregate risk will not
exceed the Agency’s level of concern.
Despite the potential for exposure to
metolachlor in drinking water, EPA
does not expect the aggregate exposure
to exceed 100% of the RfD.

V. Other Considerations
A. Metabolism In Plants and Animals

The nature of the residue in plants
and animals is adequately understood.
Tolerances for residues of metolachlor
in or on food/feed commodities are
currently expressed in terms of the
combined residues (free and bound) of
the herbicide metolachlor ([2-chloro-N-
(2-ethyl-6-methylphenyl)-N-(2-methoxy-
1-methylethyl)acetamide]) and its
metabolites, determined as the
derivatives, 2-[(2-ethyl-6-
methylphenyl)amino]-1-propanol and 4-
(2-ethyl-6-methylphenyl)-2-hydroxy-5-
methyl-3-morpholinone, each expressed
as the parent compound (40 CFR
180.368)] .

B. Analytical Enforcement Methodology

Adequate methods for purposes of
data collection and enforcement of
tolerances for metolachlor residues are
available. Methods for determining the
combined residues of metolachlor and
its metabolites, as the derivatives CGA-
37913 and CGA-49751, are described in
PAM, Vol. Il, as Method I (plants; Gas
Chromatograpy (GC) with Nitrogen
Phosphorus Detection(NPD)) and
Method Il (animals; GC-Mass
Spectroscopy).

C. Magnitude of Residues

Residues of metolachlor are not
expected to exceed 10 ppm in/on forage
and 0.2 ppm in/on the hay of grass

grown for seed, as a result of this section
18 use. Secondary residues in animal
commodities are not expected to exceed
existing tolerances as a result of this
section 18 use.

D. International Residue Limits

There are no established CODEX,
Canadian, or Mexican residue limits for
metolachlor on grass commodities.

E. Rotational Crop Restrictions

Fields in which certified grass seed is
grown are not normally rotated to other
crops; rotational crop restrictions are
not required for this use.

V1. Conclusion

Therefore, the tolerance is established
for combined residues of metolachlor
and its metabolites, each expressed as
the parent compound in grass forage
and grass hay at 10 ppm and 0.2 ppm,
respectively.

VII. Objections and Hearing Requests

The new FFDCA section 408(g)
provides essentially the same process
for persons to *‘object” to a tolerance
regulation issued by EPA under new
section 408(e) and (I)(6) as was provided
in the old section 408 and in section
409. However, the period for filing
objections is 60 days, rather than 30
days. EPA currently has procedural
regulations which govern the
submission of objections and hearing
requests. These regulations will require
some modification to reflect the new
law. However, until those modifications
can be made, EPA will continue to use
those procedural regulations with
appropriate adjustments to reflect the
new law.

Any person may, by November 10,
1998, file written objections to any
aspect of this regulation and may also
request a hearing on those objections.
Objections and hearing requests must be
filed with the Hearing Clerk, at the
address given above (40 CFR 178.20). A
copy of the objections and/or hearing
requests filed with the Hearing Clerk
should be submitted to the OPP docket
for this rulemaking. The objections
submitted must specify the provisions
of the regulation deemed objectionable
and the grounds for the objections (40
CFR 178.25). Each objection must be
accompanied by the fee prescribed by
40 CFR 180.33(i). If a hearing is
requested, the objections must include a
statement of the factual issues on which
a hearing is requested, the requestor’s
contentions on such issues, and a
summary of any evidence relied upon
by the requestor (40 CFR 178.27). A
request for a hearing will be granted if
the Administrator determines that the
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material submitted shows the following:
There is genuine and substantial issue
of fact; there is a reasonable possibility
that available evidence identified by the
requestor would, if established, resolve
one or more of such issues in favor of
the requestor, taking into account
uncontested claims or facts to the
contrary; and resolution of the factual
issues in the manner sought by the
requestor would be adequate to justify
the action requested (40 CFR 178.32).
Information submitted in connection
with an objection or hearing request
may be claimed confidential by marking
any part or all of that information as
CBI. Information so marked will not be
disclosed except in accordance with
procedures set forth in 40 CFR part 2.

A copy of the information that does not
contain CBI must be submitted for
inclusion in the public record.
Information not marked confidential
may be disclosed publicly by EPA
without prior notice.

VIII. Public Record and Electronic
Submissions

EPA has established a record for this
rulemaking under docket control
number [OPP-300685] (including any
comments and data submitted
electronically). A public version of this
record, including printed, paper
versions of electronic comments, which
does not include any information
claimed as CBI, is available for
inspection from 8:30 a.m. to 4 p.m.,
Monday through Friday, excluding legal
holidays. The public record is located in
Room 119 of the Public Information and
Records Integrity Branch, Information
Resources and Services Division
(7502C), Office of Pesticide Programs,
Environmental Protection Agency,
Crystal Mall #2, 1921 Jefferson Davis
Hwy., Arlington, VA.

Electronic comments may be sent
directly to EPA at:

opp-docket@epamail.epa.gov.

Electronic comments must be
submitted as an ASCII file avoiding the
use of special characters and any form
of encryption.

The official record for this
rulemaking, as well as the public
version, as described above will be kept
in paper form. Accordingly, EPA will
transfer any copies of objections and
hearing requests received electronically
into printed, paper form as they are
received and will place the paper copies
in the official rulemaking record which
will also include all comments
submitted directly in writing. The
official rulemaking record is the paper
record maintained at the Virginia

address in ““ADDRESSES” at the
beginning of this document.

IX. Regulatory Assessment
Requirements

A. Certain Acts and Executive Orders

This final rule establishes tolerances
under FFDCA section 408(d) in
response to a petition submitted to the
Agency. The Office of Management and
Budget (OMB) has exempted these types
of actions from review under Executive
Order 12866, entitled Regulatory
Planning and Review (58 FR 51735,
October 4, 1993). This final rule does
not contain any information collections
subject to OMB approval under the
Paperwork Reduction Act (PRA), 44
U.S.C. 3501 et seq., or impose any
enforceable duty or contain any
unfunded mandate as described under
Title 1l of the Unfunded Mandates
Reform Act of 1995 (UMRA) (Pub. L.
104-4). Nor does it require any prior
consultation as specified by Executive
Order 12875, entitled Enhancing the
Intergovernmental Partnership (58 FR
58093, October 28, 1993), or special
considerations as required by Executive
Order 12898, entitled Federal Actions to
Address Environmental Justice in
Minority Populations and Low-Income
Populations (59 FR 7629, February 16,
1994), or require OMB review in
accordance with Executive Order 13045,
entitled Protection of Children from
Environmental Health Risks and Safety
Risks (62 FR 19885, April 23, 1997).

B. Executive Order 12875

Under Executive Order 12875,
entitled Enhancing Intergovernmental
Partnerships (58 FR 58093, October 28,
1993), EPA may not issue a regulation
that is not required by statute and that
creates a mandate upon a State, local or
tribal government, unless the Federal
government provides the funds
necessary to pay the direct compliance
costs incurred by those governments. If
the mandate is unfunded, EPA must
provide to the Office of Management
and Budget (OMB) a description of the
extent of EPA’s prior consultation with
representatives of affected State, local
and tribal governments, the nature of
their concerns, copies of any written
communications from the governments,
and a statement supporting the need to
issue the regulation. In addition,
Executive Order 12875 requires EPA to
develop an effective process permitting
elected officials and other
representatives of State, local and tribal
governments ‘‘to provide meaningful
and timely input in the development of
regulatory proposals containing
significant unfunded mandates.”

Today’s rule does not create an
unfunded federal mandate on State,
local or tribal governments. The rule
does not impose any enforceable duties
on these entities. Accordingly, the
requirements of section 1(a) of
Executive Order 12875 do not apply to
this rule.

C. Executive Order 13084

Under Executive Order 13084,
entitled Consultation and Coordination
with Indian Tribal Governments (63 FR
27655, May 19,1998), EPA may not
issue a regulation that is not required by
statute, that significantly or uniquely
affects the communities of Indian tribal
governments, and that imposes
substantial direct compliance costs on
those communities, unless the Federal
government provides the funds
necessary to pay the direct compliance
costs incurred by the tribal
governments. If the mandate is
unfunded, EPA must provide OMB, in
a separately identified section of the
preamble to the rule, a description of
the extent of EPA’s prior consultation
with representatives of affected tribal
governments, a summary of the nature
of their concerns, and a statement
supporting the need to issue the
regulation. In addition, Executive Order
13084 requires EPA to develop an
effective process permitting elected and
other representatives of Indian tribal
governments ‘‘to provide meaningful
and timely input in the development of
regulatory policies on matters that
significantly or uniquely affect their
communities.”

Today’s rule does not significantly or
uniquely affect the communities of
Indian tribal governments. This action
does not involve or impose any
requirements that affect Indian Tribes.
Accordingly, the requirements of
section 3(b) of Executive Order 13084
do not apply to this rule.

In addition, since these tolerances and
exemptions that are established under
FFDCA section 408 (1)(6), such as the
tolerances in this final rule, do not
require the issuance of a proposed rule,
the requirements of the Regulatory
Flexibility Act (RFA) (5 U.S.C. 601 et
seq.) do not apply. Nevertheless, the
Agency has previously assessed whether
establishing tolerances, exemptions
from tolerances, raising tolerance levels
or expanding exemptions might
adversely impact small entities and
concluded, as a generic matter, that
there is no adverse economic impact.
The factual basis for the Agency’s
generic certification for tolerance
actions published on May 4, 1981 (46
FR 24950), and was provided to the
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Chief Counsel for Advocacy of the Small
Business Administration.

X. Submission to Congress and the
Comptroller General

The Congressional Review Act, 5
U.S.C. 801 et seq., as added by the Small
Business Regulatory Enforcement
Fairness Act of 1996, generally provides
that before a rule may take effect, the
Agency promulgating the rule must
submit a rule report, which includes a
copy of the rule, to each House of the
Congress and to the Comptroller General
of the United States. EPA will submit a
report containing this rule and other
required information to the U.S. Senate,
the U.S. House of Representatives, and
the Comptroller General of the United
States prior to publication of this rule in
the Federal Register. This rule is not a
“major rule” as defined by 5 U.S.C.
804(2).

List of Subjects in 40 CFR Part 180

Environmental protection,
Administrative practice and procedure,
Agricultural commodities, Pesticides
and pests, Reporting and recordkeeping
requirements.

Dated: August 14, 1998.

Arnold E. Layne,

Acting Director, Registration Division, Office
of Pesticide Programs.

Therefore, 40 CFR chapter | is
amended as follows:

PART 180— [AMENDED]

1. The authority citation for part 180
continues to read as follows:

Authority: 21 U.S.C. 346a and 371.

2.1n §180.368, in paragraph (b), by
alphabetically adding the following
commodities to the table to read as
follows:

§180.368 Metolachlor; tolerances for
residues.

* * * * *
(b) * * *
Expiration/
Commodity P%ﬁ Or;]er revocation
date
Grass forage ...... 10 12/31/99
Grass hay .......... 0.2 12/31/99
* * * * * * *
* * * * *

[FR Doc. 98-24471 Filed 9-10-98; 8:45 am]
BILLING CODE 6560-50-F

ENVIRONMENTAL PROTECTION
AGENCY

40 CFR Part 180

[OPP-300701; FRL-6024-2]

RIN 2070-AB78

Bacillus Sphaericus; Exemption from
the Requirement of a Tolerance

AGENCY: Environmental Protection
Agency (EPA).
ACTION: Final rule.

SUMMARY: This rule establishes an
exemption from the requirement of a
tolerance for residues of the Bacillus
sphaericus in or on all food
commodities when applied/used in or
on all food crops. Abbott Laboratories
submitted a petition to EPA under the
Federal Food, Drug, and Cosmetic Act
as amended by the Food Quality
Protection Act of 1996 (Pub. L. 104-170)
requesting an exemption from the
requirement of a tolerance. This
regulation eliminates the need to
establish a maximum permissible level
for residues of Bacillus sphaericus.
DATES: This regulation is effective
September 11, 1998. Objections and
requests for hearings must be received
by EPA on or before November 10, 1998.
ADDRESSES: Written objections and
hearing requests, identified by the
docket control number [OPP-300701],
must be submitted to: Hearing Clerk
(1900), Environmental Protection
Agency, Rm. M3708, 401 M St., SW.,
Washington, DC 20460. Fees
accompanying objections and hearing
requests shall be labeled *“Tolerance
Petition Fees” and forwarded to: EPA
Headquarters Accounting Operations
Branch, OPP (Tolerance Fees) and
forwarded to: EPA Headquarters
Accounting Operations Branch, OPP
(Tolerance Fees), P.O. Box 360277M,
Pittsburgh, PA 15251. A copy of any
objections and hearing requests filed
with the Hearing Clerk identified by the
docket control number, [OPP-300701],
must also be submitted to: Public
Information and Records Integrity
Branch, Information Resources and
Services Division (7502C), Office of
Pesticide Programs, Environmental
Protection Agency, 401 M St., SW.,
Washington, DC 20460. In person, bring
a copy of objections and hearing
requests to Rm. 119, Crystal Mall #2,
1921 Jefferson Davis Hwy., Arlington,
VA.

A copy of objections and hearing
requests filed with the Hearing Clerk
may be submitted electronically by
sending electronic mail (e-mail) to: opp-
docket@epamail.epa.gov. Copies of

electronic objections and hearing
requests must be submitted as an ASCII
file avoiding the use of special
characters and any form of encryption.
Copies of electronic objections and
hearing requests will also be accepted
on disks in WordPerfect 5.1/6.1 file
format or ASCII file format. All copies
of electronic objections and hearing
requests must be identified by the
docket number [OPP-300701]. No
Confidential Business Information (CBI)
should be submitted through e-mail.
Copies of electronic objections and
hearing requests on this rule may be
filed online at many Federal Depository
Libraries.

FOR FURTHER INFORMATION CONTACT: By
mail: Willie H. Nelson, c/o Product
Manager (PM) 90, Biopesticides and
Pollution Prevention Division (7511C),
Environmental Protection Agency, 401
M St., SW., Washington, DC 20460.
Office location, telephone number and
e-mail address: 9th fl., Crystal Mall #2
1921 Jefferson Davis Hwy., Arlington,
VA 22202, (703)308-8682 e-mail:
Nelson.Willie@epamail.epa.gov.
SUPPLEMENTARY INFORMATION: In the
Federal Register of August 22, 1997 (62
FR 44687) (FRL-5737-8), EPA issued a
notice pursuant to section 408 of the
Federal Food, Drug, and Cosmetic Act
(FFDCA), 21 U.S.C. 346a(e) announcing
the filing of a pesticide tolerance
petition by Abbott Laboratories,
Sheridan Road, North Chicago, Illinois,
60064. This notice included a summary
of the petition prepared by the
petitioner and this summary contained
conclusions and arguments to support
its conclusion that the petition
complied with the Food Quality
Protection Act (FQPA) of 1996. The
petition requested that 40 CFR part 180
be amended by establishing an
exemption from the requirement of a
tolerance for residues of Bacillus
sphaericus.

There were no comments received in
response to the notice of filing. the data
submitted in the petition and all
relevant material have been evaluated.

l. Risk Assessment and Statutory
Findings

New section 408(b)(2)(A)(i) of the
FFDCA allows EPA to establish an
exemption from the requirement for a
tolerance (the legal limit for a pesticide
chemical residue in or on a food) only
if EPA determines that the tolerance is
“*safe.” Section 408(b)(2)(A)(ii) defines
“safe” to mean that ““there is a
reasonable certainty that no harm will
result from aggregate exposure to the
pesticide chemical residue, including
all anticipated dietary exposures and all
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other exposures for which there is
reliable information.” This includes
exposure through drinking water and in
residential settings, but does not include
occupational exposure. Section
408(b)(2)(C) requires EPA to give special
consideration to exposure of infants and
children to the pesticide chemical
residue in establishing a tolerance and
to “ensure that there is a reasonable
certainty that no harm will result to
infants and children from aggregate
exposure to the pesticide chemical
residue...” EPA performs a number of
analyses to determine the risks from
aggregate exposure to pesticide residues.
First, EPA determines the toxicity of
pesticides. Second, EPA examines
exposure to the pesticide through food,
drinking water, and through other
exposures that occur as a result of
pesticide us in residential settings.

I1. Toxicological Profile

Consistent with section 408(b)(2)(D)
of FFDCA, EPA has reviewed the
available scientific data and other
relevant information in support of this
action and considered its validity,
completeness and reliability and the
relationship of this information to
human risk. EPA has also considered
available information concerning the
variability of the sensitivities of major
identifiable subgroups of consumers,
including infants and children.

All available information and data
submitted by Abbott Laboratories in
support of the pesticide petition (PP
7F4822) have been reviewed, and
indicate that there is a reasonable
certainty that no harm will result from
residues of Bacillus sphaericus because
of its ubiquitous nature and its low
mammalian toxicity. The toxicological
data submitted with the petition
demonstrate a lack of human health
issues and fully supports the exemption
from the requirement of a tolerance. The
toxicological data submitted in support
of the petition were as follows:

1. An acute oral toxicity/
pathogenicity study - was conducted
with Bacillus sphaericus technical
material in rats. An oral dose of
approximately 1 x 108 colony forming
units (CFUs) administered to rats
resulted in rapid clearance during the
20-day post-treatment observation
period. A pattern of clearance during
the 49-day post-treatment period was
established following an intratracheal
installation pf approximately 1 x 108
CFUs. Similarly, a pattern of clearance
over a 35-day post-treatment period was
observed following an intravenous dose
of approximately 1 x 107 CFUs. There
were no mortalities, no evidence of
pathogenicity or treatment-related

toxicity in rats given either an oral,
intratracheal or intravenous dose.

2. An acute oral toxicity study - done
on Bacillus sphaericus technical
material caused no death in rats given
a dose of 5,000 milligram/kilograms
(mg/kg); therefore, the acute oral LDso
was greater than 5,000 mg/kg.

3. Acute dermal LDso - no mortality in
rabbits over the 14-day period
observation period following a 2,000
mg/kg dermal application for 24 hours;
thus, the acute dermal was greater than
2,000 mg/kg.

4. An acute inhalation study - in a 4-
hour inhalation toxicity study in rats,
the maximum attainable concentration
was 0.09 mg/L, with 13.3% of the
particles having a mass median
aerodynamic diameter of >10 microns.
Since there was no mortality or clinical
signs during exposure or the 14-day
observation period, the 4-day inhalation
LCso was greater than 0.09 mg/L.

5. Dermal irritation - described as
moderately irritating to rabbits skin at
72 hours. Irritation and iridal effects
following a 1,000 mg aliquot of Bacillus
sphaericus being placed in the eye of
rabbits were no longer present at day 10
post-treatment.

111. Aggregate Exposures

In examining aggregate exposure,
FFDCA section 408 directs EPA to
consider available information
concerning exposures from the pesticide
residue in food and all other non-
occupational exposures, including
drinking water from groundwater or
surface water and exposure through
pesticide use in gardens, lawns, or
buildings (residential and other indoor
uses).

A. Dietary Exposure

The use patterns for Bacillus
sphaericus on aquatic crops may result
in dietary exposure. However, in the
absence of any mammalian toxicological
endpoints and the heat used during food
processing, risk from the consumption
of treated commodities is not expected
for neither the general population nor
infants and children.

B. Drinking Water Exposure and Risk
Characterization

Although the potential exist for
Bacillus sphaericus to enter drinking
water sources, the health risk is
expected to be negligible due to: (1) The
lack of any mammalian toxicological
concerns associated with Bacillus
sphaericus, (2) lack of any published
record of human disease or infection
caused by Bacillus sphaericus, and (3)
the municipal drinking water treatment
processes.

C. Other Non-Occupational Exposure

Non-dietary exposure is not
anticipated from the use of this
microbial pesticide. Occupational
exposure will be mitigated through the
use of proper personal protective
equipment.

IV. Cumulative Effects

Cumulative effects of Bacillus
sphaericus have been considered. But,
Bacillus sphaericus does not exhibit a
particular mechanism of toxicity
common with other agents; therefore,
cumulative effects with any other
substance are not considered.

V. Determination of Safety for U.S.
Population, Infants and Children

Based on the information discussed
above, EPA concludes that there is
reasonable certainty that no harm will
result from aggregate exposure to the
U.S. population, including infants and
children, to residues of Bacillus
sphaericus. This includes anticipated
dietary exposures and all other
exposures for which there is reliable
information. The Agency has arrived at
this conclusion because, as discussed
above, the toxicity of Bacillus
sphaericus to mammals is very low and
under reasonably foreseeable
circumstances, it does not pose a risk.

FFDCA section 408 provides that EPA
shall apply an additional tenfold margin
of exposure (safety) for infants and
children in the case of threshold effects
to account for pre- and post-natal
toxicity and the completeness of the
database, unless EPA determines that a
different margin of exposure (safety) are
often referred to as uncertainty (safety)
factors. In this instance, the Agency
believes there is reliable data to support
the conclusion that Bacillus sphaericus
is practically non-toxic to mammals,
including infants and children, and,
thus, a margin of exposure (safety)
approach is not needed to protect adults
or infants and children.

V1. Other Considerations

A. Endocrine Disruptors

The Agency has no information to
suggest that Bacillus sphaericus will not
adversely affect the immune systems.
The Agency is not requiring information
on the endocrine effects of this
microbial pesticide at this time;
Congress has allowed 3 years after
August 3, 1996, for the Agency to
implement a screening program with
respect to endocrine effects.

B. Analytical Method(s)

The Agency is establishing an
exemption from the requirement of a



48596

Federal Register/Vol. 63, No. 176/Friday, September 11, 1998/Rules and Regulations

tolerance without any numerical
limitations; therefore, the Agency has
concluded that an analytical method is
not required for enforcement purposes
for Bacillus sphaericus.

C. Codex Maximum Residue Level

There are no CODEX tolerances or
international tolerance exemptions for
Bacillus sphaericus at this time.

VII. Objections and Hearing Requests

The new FFDCA section 408(g)
provides essentially the same process
for persons to ‘““‘object” to a regulation
for an exemption from the requirement
of a tolerance issued by EPA under new
section 408(d) and as was provided in
the old section 408 and in section 409.
However, the period for filing objections
is 60 days, rather than 30 days. EPA
currently has procedural regulations
which governs the submission of
objections and hearing requests. These
regulations will require some
modification to reflect the new law.
However, until those modifications can
be made, EPA will continue to use those
procedural regulations with appropriate
adjustments to reflect the new law.

Any person may, by November 10,
1998, file written objections to any
aspect of this regulation and may also
request a hearing on those objections.
Objections and hearing requests must be
filed with the Hearing Clerk, at the
address given under the “ADDRESSES”
section (40 CFR 178.20). A copy of the
objections and/or hearing requests filed
with the hearing clerk should be
submitted to the OPP docket for this
rulemaking. The objections submitted
must specify the provisions of the
regulation deemed objectionable and the
grounds for the objections (40 CFR
178.25). Each objection must be
accompanied by the fee prescribed by
40 CFR 180.33(i). If a hearing is
requested, the objections must include a
statement of the factual issues(s) on
which a hearing is requested, the
requestor’s contentions on such issues,
and a summary of any evidence relied
upon by the objector (40 CFR 178.27). A
request for a hearing will be granted if
the Administrator determines that the
material submitted shows the following:
There is a genuine and substantial issue
of fact; there is a reasonable possibility
that available evidence identified by the
requestor would, if established resolve
one or more of such issues in favor of
the requestor, taking into account
uncontested claims or facts to the
contrary; and resolution of the factual
issues(s) in the manner sought by the
requestor would be adequate to justify
the action requested (40 CFR 178.32).
Information submitted in connection

with an objection or hearing request
may be claimed confidential by marking
any part or all of that information as
CBI. Information so marked will not be
disclosed except in accordance with
procedures set forth in 40 CFR part 2.
A copy of the information that does not
contain CBI must be submitted for
inclusion in the public record.
Information not marked confidential
may be disclosed publicly by EPA
without prior notice.

VIII. Public Record and Electronic
Submissions

EPA has established a record for this
rulemaking under docket control
number [OPP-300701]. A public version
of this record, including printed, paper
versions of electronic comments, which
does not include any information
claimed as CBI, is available for
inspection from 8:30 a.m. to 4 p.m.,
Monday through Friday, excluding legal
holidays. The public record is located in
Room 119 of the Public Information and
Records Integrity Branch, Information
Resources and Services Division
(7502C), Office of Pesticide Programs,
Environmental Protection Agency,
Crystal Mall #2, 1921 Jefferson Davis
Hwy., Arlington, VA 22202.

Electronic comments can be sent
directly to EPA at:

opp-docket@epamail.epa.gov

Electronic comments must be
submitted as an ASCII file avoiding the
use of special characters and any form
of encryption.

The official record for this
rulemaking, as well as the public
version, as described above, is kept in
paper form. Accordingly, in the event
there are objections and hearing
requests, EPA will transfer any copies of
objections and hearing requests received
electronically into printed, paper form
as they are received and will place the
paper copies in the official rulemaking
record. The official rulemaking record is
the paper record maintained at the
Virginia address in ““ADDRESSES” at
the beginning of this document.

IX. Regulatory Assessment
Requirements

A. Certain Acts and Executive Orders

This final rule establishes an
exemption from the tolerance
requirement under FFDCA section
408(d) in response to a petition
submitted to the Agency. The Office of
Management and Budget (OMB) has
exempted these types of actions from
review under Executive Order 12866,
entitled Regulatory Planning and
Review (58 FR 51735, October 4, 1993).

This final rule does not contain any
information collections subject to OMB
approval under the Paperwork
Reduction Act (PRA), 44 U.S.C. 3501 et
seq., or impose any enforceable duty or
contain any unfunded mandate as
described under Title Il of the Unfunded
Mandates Reform Act of 1995 (UMRA)
(Pub.L. 104-4). Nor does it require prior
consultation as specified by Executive
Order 12875, entitled Enhancing the
Intergovernmental Partnership (58 FR
58093, October 28, 1993), or special
considerations as required by Executive
Order 12898, entitled Federal Actions to
Address Environmental Justice in
Minority Populations and Low-Income
Populations (59 FR 7629), February 16,
1994), or require OMB review in
accordance with Executive Order 13045,
entitled Protection of Children from
Environmental Health Risks and Safety
Risks (62 FR 19885, April 23, 1997). In
additions, since tolerance exemptions
that are established on the basis of a
petition under section 408(d) of the
FFDCA, such as the exemption in this
final rule, do not require the issuance of
a proposed rule, the requirements of the
Regulatory Flexibility Act (RFA) (5
U.S.C. 601 et seq.) do not apply.
Nevertheless, the Agency previously
assessed whether establishing
tolerances, exemptions from tolerances,
raising tolerance levels or expanding
exemptions might adversely impact
small entities and concluded, as a
generic matter, that there is no adverse
economic impact. The factual basis for
the Agency’s generic certification for
tolerance actions published on May 4,
1981 (46 FR 24950), and was provided
to the Chief Counsel for Advocacy of the
Small Business Administration.

B. Executive Order 12875

Under Executive Order 12875,
entitled Enhancing Intergovernmental
Partnerships (58 FR 58093, October 28,
1993), EPA may not issue a regulation
that is not required by statute and that
creates a mandate upon a State, local or
tribal government, unless the Federal
government provides the funds
necessary to pay the direct compliance
costs incurred by those governments. If
the mandate is unfunded, EPA must
provide to OMB a description of the
extent of EPA’s prior consultation with
representatives of affected State, local
and tribal governments, the nature of
their concerns, copies of any written
communications from the governments,
and a statement supporting the need to
issue the regulation. In addition,
Executive Order 12875 requires EPA to
develop an effective process permitting
elected officials and other
representatives of State, local and tribal



Federal Register/Vol. 63, No. 176/Friday, September 11, 1998/Rules and Regulations

48597

governments ‘‘to provide meaningful
and timely input in the development of
regulatory proposals containing
significant unfunded mandates.”

Today’s rule does not create an
unfunded federal mandate on State,
local or tribal governments. The rule
does not impose any enforceable duties
on these entities. Accordingly, the
requirements of section 1(a) of
Executive Order 12875 do not apply to
this rule.

C. Executive Order 13084

Under Executive Order 13084,
entitled Consultation and Coordination
with Indian Tribal Governments (63 FR
27655, May 19,1998), EPA may not
issue a regulation that is not required by
statute, that significantly or uniquely
affects the communities of Indian tribal
governments, and that imposes
substantial direct compliance costs on
those communities, unless the Federal
government provides the funds
necessary to pay the direct compliance
costs incurred by the tribal
governments. If the mandate is
unfunded, EPA must provide OMB, in
a separately identified section of the
preamble to the rule, a description of
the extent of EPA’s prior consultation
with representatives of affected tribal
governments, a summary of the nature
of their concerns, and a statement
supporting the need to issue the
regulation. In addition, Executive Order
13084 requires EPA to develop an
effective process permitting elected and
other representatives of Indian tribal
governments ‘‘to provide meaningful
and timely input in the development of
regulatory policies on matters that
significantly or uniquely affect their
communities.”

Today’s rule does not significantly or
uniquely affect the communities of
Indian tribal governments. This action
does not involve or impose any
requirements that affect Indian Tribes.
Accordingly, the requirements of
section 3(b) of Executive Order 13084
do not apply to this rule.

X. Submission to Congress and the
Comptroller General

The Congressional Review Act, 5
U.S.C. 801 et seq., as added by the Small
Business Regulatory Enforcement
Fairness Act of 1996, generally provides
that before a rule may take effect, the
agency promulgating the rule must
submit a rule report, which includes a
copy of the rule, to each House of the
Congress and to the Comptroller General
of the United States. EPA will submit a
report containing this rule and other
required information to the U.S. Senate,
the U.S. House of Representatives and

the Comptroller General of the United
States prior to publication of the rule in
the Federal Register. Thisis nota
“major rule” as defined by 5 U.S.C.
804(2).
List of Subjects in 40 CFR Part 180
Environmental protection,
Administrative practice and procedure,
Agricultural commodities, pesticides
and pests, Reporting and recordkeeping
requirements.

Dated: August 21, 1998.

Stephen L. Johnson,
Deputy Director, Office of Pesticide Programs.

Therefore, 40 CFR chapter | is
amended as follows:

PART 180 - [AMENDED]

1. The authority citation for part 180
continues to read as follows:
Authority: 21 U.S.C. 346a and 371.

2. Section 180.1202 is added to
subpart D to read as follows:

§180.1202 Bacillus sphaericus; exemption
from the requirement of a tolerance.

An exemption from the requirement
of a tolerance is established for residues
of the microbial pesticides, Bacillus
sphaericus when used in or on all food
crops.

[FR Doc. 98-24469 Filed 9-10-98; 8:45 am]
BILLING CODE 6560-50-F

ENVIRONMENTAL PROTECTION
AGENCY

40 CFR Parts 180 and 185
[OPP-300709; FRL 6026-6]
RIN 2070-AB78

Sulfosate; Pesticide Tolerance

AGENCY: Environmental Protection
Agency (EPA).
ACTION: Final rule.

SUMMARY: This regulation establishes
new tolerances to replace recently-
expired time-limited tolerances for
residues of the herbicide sulfosate (the
trimethylsulfonium salt of glyphosate,
also known as glyphosate-trimesium) in
or on cattle, goats, horses, hogs and
sheep, in fat, meat by-products, and
meat; in poultry fat, meat-by-products
(except liver), meat and liver; in eggs; in
milk; in corn stover (field and pop),
grain (field and pop), and forage (field);
in soybean forage, hay, and seed; and in
aspirated grain fractions. Zeneca Ag
Products requested these tolerances
under the Federal Food, Drug, and
Cosmetic Act (FFDCA), as amended by
the Food Quality Protection Act of 1996

(Pub. L. 104-170). In addition, this
regulation moves existing tolerances for
prunes at 0.20 ppm, raisins at 0.20 ppm,
and soybean hulls at 7.0 ppm from 40
CFR 185.5375 to 40 CFR 180.489.

DATES: This regulation is effective
September 11, 1998. Objections and
requests for hearings must be received
by EPA on or before November 10, 1998.

ADDRESSES: Written objections and
hearing requests, identified by the
docket control number, OPP-300709,
must be submitted to: Hearing Clerk
(1900), Environmental Protection
Agency, Rm. M3708, 401 M St., SW.,
Washington, DC 20460. Fees
accompanying objections and hearing
requests shall be labeled “Tolerance
Petition Fees” and forwarded to: EPA
Headquarters Accounting Operations
Branch, OPP (Tolerance Fees), P.O. Box
360277M, Pittsburgh, PA 15251. A copy
of any objections and hearing requests
filed with the Hearing Clerk identified
by the docket control number, OPP-
300709, must also be submitted to:
Public Information and Records
Integrity Branch, Information Resources
and Services Division (7502C), Office of
Pesticide Programs, Environmental
Protection Agency, 401 M St., SW.,
Washington, DC 20460. In person, bring
a copy of objections and hearing
requests to Rm. 119, CM #2, 1921
Jefferson Davis Hwy., Arlington, VA.

A copy of objections and hearing
requests filed with the Hearing Clerk
may also be submitted electronically by
sending electronic mail (e-mail) to: opp-
docket@epamail.epa.gov. Copies of
objections and hearing requests must be
submitted as an ASCII file avoiding the
use of special characters and any form
of encryption. Copies of objections and
hearing requests will also be accepted
on disks in WordPerfect 5.1/6.1 or
ASCII file format. All copies of
objections and hearing requests in
electronic form must be identified by
the docket control number OPP-300709.
No Confidential Business Information
(CBI) should be submitted through e-
mail. Electronic copies of objections and
hearing requests on this rule may be
filed online at many Federal Depository
Libraries.

FOR FURTHER INFORMATION CONTACT: By
mail: Jim Tompkins, Registration
Division (7505C), Office of Pesticide
Programs, Environmental Protection
Agency, 401 M St., SW., Washington,
DC 20460. Office location, telephone
number, and e-mail address: Crystal
Mall #2, 1921 Jefferson Davis Hwy.,
Arlington, VA, 703-305-5697; e-mail:
tompkins.jim@epamail.epa.gov.
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SUPPLEMENTARY INFORMATION: In the
Federal Register of March 8, 1996 (61
FR 9355) (FRL 5353—4), time-limited
tolerances were established for sulfosate
on corn and animal commodities (listed
below). In the Federal Register of April
10, 1996 (61 FR 15899) (FRL 5782-9),
time-limited tolerances were established
for unprocessed soybean commodities
and aspirated grain fractions (listed
below).

In the Federal Register of March 4,
1998 (63 FR 10614) (FRL 5772-6), EPA,
issued a notice pursuant to section 408
of the Federal Food, Drug, and Cosmetic
Act (FFDCA), 21 U.S.C. 346a(e)
announcing the filing of a pesticide
petition for tolerance by Zeneca Ag
Products, 1800 Concord Pike, P. O. Box
15458, Wilmington, DE 19850-5458.
This notice included a summary of the
petition prepared by Zeneca Ag
Products, the registrant. There were no
comments received in response to the
notice of filing.

The petition 0F3860 requested that 40
CFR 180.489 be amended by removing
the expiration date of April 10, 1998, for
residues of the herbicide sulfosate
(glyphosate-trimesium; sulfonium,
trimethyl salt with N-
(phosphonomethyl)glycine (1:1)), in or
on soybean forage (2.00 ppm, of which
no more than 1 ppm is
trimethylsulfonium (TMS)), soybean
aspirated grain fractions (210.00 ppm, of
which no more than 60 ppm is TMS),
soybean hay (5.00 ppm, of which no
more than 2 ppm is TMS), and soybean
seed (3.00 ppm of which no more than
1 ppm is TMS). The petition 9F3796
requested that 40 CFR 180.489 be
amended by removing the expiration
date of March 9, 1998 for residues of
sulfosate in or on cattle, goat, hog,
horse, sheep and poultry fat (0.10 ppm),
meat by products (1.00 ppm), and meat
(0.20 ppm); poultry liver (0.05 ppm),
poultry meat by-products (0.10 ppm),
and poultry meat (0.05 ppm); corn
fodder (0.30, of which no more than
0.20 is trimethylsulfonium TMS)), corn
forage (0.10 ppm), and corn grain (0.20
ppm, of which no more than 0.10 ppm
is TMS); milk (0.20 ppm); and eggs (0.02
ppm).

In the corn tolerances for this action,
the commodity term ‘‘stover” replaces
the older term “fodder” in keeping with
current EPA policy for naming this
commodity. In this action, the previous
tolerance for ““soybean aspirated grain
fractions” is replaced with the tolerance
for “‘aspirated grain fractions’. The term
‘“‘soybean aspirated grain fractions’ was
printed in error in the April 10, 1996 FR
notice (61 FR 15899); aspirated grain
fractions typically contain more than

one type of grain and typically contain
both soybeans and corn.

This action also moves tolerances for
prunes, raisins, and soybean hulls from
40 CFR 185.5375 to 40 CFR 180.489.
The Food Quality Protection Act
(FQPA) amended the Federal Food,
Drug and Cosmetic Act (FFDCA) to
consolidate pesticide tolerances for raw
and processed agricultural commodities
under FFDCA section 408(j)(2). Prior to
this change, raw agricultural commodity
tolerances were established according to
FFDCA section 408 and processed
commodities were established according
to FFDCA section 409. As a result of the
change in the regulations governing
FFDCA, all new tolerances for both raw
and agricultural commodities are
established according to FFDCA section
408(j)(2) in 40 CFR part 180. When 40
CFR part 180 is amended as to a specific
pesticide, it is EPA’s policy to move
existing related regulations governing
residues of that pesticide on processed
agricultural commodities from 40 CFR
parts 185 and 186 and place them in
part 180. Ultimately, EPA will amend
all tolerance regulations so that all
tolerances are listed in 40 CFR part 180.

I. Risk Assessment and Statutory
Findings

New section 408(b)(2)(A)(i) of the
FFDCA allows EPA to establish a
tolerance (the legal limit for a pesticide
chemical residue in or on a food) only
if EPA determines that the tolerance is
“safe.” Section 408(b)(2)(A)(ii) defines
“safe” to mean that “there is a
reasonable certainty that no harm will
result from aggregate exposure to the
pesticide chemical residue, including
all anticipated dietary exposures and all
other exposures for which there is
reliable information.” This includes
exposure through drinking water and in
residential settings, but does not include
occupational exposure. Section
408(b)(2)(C) requires EPA to give special
consideration to exposure of infants and
children to the pesticide chemical
residue in establishing a tolerance and
to “ensure that there is a reasonable
certainty that no harm will result to
infants and children from aggregate
exposure to the pesticide chemical
residue. . ..”

EPA performs a number of analyses to
determine the risks from aggregate
exposure to pesticide residues. First,
EPA determines the toxicity of
pesticides based primarily on
toxicological studies using laboratory
animals. These studies address many
adverse health effects, including (but
not limited to) reproductive effects,
developmental toxicity, toxicity to the
nervous system, and carcinogenicity.

Second, EPA examines exposure to the
pesticide through the diet (e.g., food and
drinking water) and through exposures
that occur as a result of pesticide use in
residential settings.

A. Toxicity

1. Threshold and non-threshold
effects. For many animal studies, a dose
response relationship can be
determined, which provides a dose that
causes adverse effects (threshold effects)
and doses causing no observed effects
(the ““no-observed effect level” or
“NOEL").

Once a study has been evaluated and
the observed effects have been
determined to be threshold effects, EPA
generally divides the NOEL from the
study with the lowest NOEL by an
uncertainty factor (usually 100 or more)
to determine the Reference Dose (RfD).
The RfD is a level at or below which
daily aggregate exposure over a lifetime
will not pose appreciable risks to
human health. An uncertainty factor
(sometimes called a “‘safety factor”) of
100 is commonly used since it is
assumed that people may be up to 10
times more sensitive to pesticides than
the test animals, and that one person or
subgroup of the population (such as
infants and children) could be up to 10
times more sensitive to a pesticide than
another. In addition, EPA assesses the
potential risks to infants and children
based on the weight of the evidence of
the toxicology studies and determines
whether an additional uncertainty factor
is warranted. Thus, an aggregate daily
exposure to a pesticide residue at or
below the RfD (expressed as 100% or
less of the RfD) is generally considered
acceptable by EPA. EPA generally uses
the RfD to evaluate the chronic risks
posed by pesticide exposure. For shorter
term risks, EPA uses a RfD approach or
calculates a margin of exposure (MOE)
by dividing the estimated human
exposure into the NOEL from the
appropriate animal study. Commonly,
EPA finds MOEs lower than 100 to be
unacceptable. This 100-fold MOE is
based on the same rationale as the 100-
fold uncertainty factor.

Lifetime feeding studies in two
species of laboratory animals are
conducted to screen pesticides for
cancer effects. When evidence of
increased cancer is noted in these
studies, the Agency conducts a weight
of the evidence review of all relevant
toxicological data including short-term
and mutagenicity studies and structure
activity relationship. Once a pesticide
has been classified as a potential human
carcinogen, different types of risk
assessments (e.g., linear low dose
extrapolations or MOE calculation based
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on the appropriate NOEL) will be
carried out based on the nature of the
carcinogenic response and the Agency’s
knowledge of its mode of action.

2. Differences in toxic effect due to
exposure duration. The toxicological
effects of a pesticide can vary with
different exposure durations. EPA
considers the entire toxicity data base,
and based on the effects seen for
different durations and routes of
exposure, determines which risk
assessments should be done to assure
that the public is adequately protected
from any pesticide exposure scenario.
Both short and long durations of
exposure are always considered.
Typically, risk assessments include
“‘acute,” “‘short-term,” “‘intermediate
term,” and ‘““‘chronic’’ risks. These
assessments are defined by the Agency
as follows.

Acute risk, by the Agency’s definition,
results from 1-day consumption of food
and water, and reflects toxicity which
could be expressed following a single
oral exposure to the pesticide residues.
High end exposure to food and water
residues are typically assumed.

Short-term risk results from exposure
to the pesticide for a period of 1-7 days,
and therefore overlaps with the acute
risk assessment. Historically, this risk
assessment was intended to address
primarily dermal and inhalation
exposure which could result, for
example, from residential pesticide
applications. However, since enaction of
FQPA, this assessment has been
expanded to include both dietary and
non-dietary sources of exposure, and
will typically consider exposure from
food, water, and residential uses when
reliable data are available. In this
assessment, risks from average food and
water exposure, and high-end
residential exposure, are aggregated.
High-end exposures from all three
sources are not typically added because
of the very low probability of this
occurring in most cases, and because the
other conservative assumptions built
into the assessment assure adequate
protection of public health. However,
for cases in which high-end exposure
can reasonably be expected from
multiple sources (e.g. frequent and
widespread homeowner use in a
specific geographical area), multiple
high-end risks will be aggregated and
presented as part of the comprehensive
risk assessment/characterization. Since
the toxicological endpoint considered in
this assessment reflects exposure over a
period of at least 7 days, an additional
degree of conservatism is built into the
assessment; i.e., the risk assessment
nominally covers 1-7 days exposure,
and the toxicological endpoint/NOEL is

selected to be adequate for at least 7
days of exposure. (Toxicity results at
lower levels when the dosing duration
is increased.)

Intermediate-term risk results from
exposure for 7 days to several months.
This assessment is handled in a manner
similar to the short-term risk
assessment.

Chronic risk assessment describes risk
which could result from several months
to a lifetime of exposure. For this
assessment, risks are aggregated
considering average exposure from all
sources for representative population
subgroups including infants and
children.

B. Aggregate Exposure

In examining aggregate exposure,
FFDCA section 408 requires that EPA
take into account available and reliable
information concerning exposure from
the pesticide residue in the food in
question, residues in other foods for
which there are tolerances, residues in
groundwater or surface water that is
consumed as drinking water, and other
non-occupational exposures through
pesticide use in gardens, lawns, or
buildings (residential and other indoor
uses). Dietary exposure to residues of a
pesticide in a food commodity are
estimated by multiplying the average
daily consumption of the food forms of
that commodity by the tolerance level or
the anticipated pesticide residue level.
The Theoretical Maximum Residue
Contribution (TMRC) is an estimate of
the level of residues consumed daily if
each food item contained pesticide
residues equal to the tolerance. In
evaluating food exposures, EPA takes
into account varying consumption
patterns of major identifiable subgroups
of consumers, including infants and
children. The TMRC is a “‘worst case”
estimate since it is based on the
assumptions that food contains
pesticide residues at the tolerance level
and that 100% of the crop is treated by
pesticides that have established
tolerances. If the TMRC exceeds the RfD
or poses a lifetime cancer risk that is
greater than approximately one in a
million, EPA attempts to derive a more
accurate exposure estimate for the
pesticide by evaluating additional types
of information (anticipated residue data
and/or percent of crop treated data)
which show, generally, that pesticide
residues in most foods when they are
eaten are well below established
tolerances.

Percent of crop treated estimates are
derived from federal and private market
survey data. Typically, a range of
estimates are supplied and the upper
end of this range is assumed for the

exposure assessment. By using this
upper end estimate of percent of crop
treated, the Agency is reasonably certain
that exposure is not understated for any
significant subpopulation group.
Further, regional consumption
information is taken into account
through EPA’s computer-based model
for evaluating the exposure of
significant subpopulations including
several regional groups, to pesticide
residues. For this pesticide, the most
highly exposed population subgroups
(females, infants, and children) were not
regionally based.

I1. Aggregate Risk Assessment and
Determination of Safety

Consistent with section 408(b)(2)(D),
EPA has reviewed the available
scientific data and other relevant
information in support of this action,
EPA has sufficient data to assess the
hazards of sulfosate and to make a
determination on aggregate exposure,
consistent with section 408(b)(2), for
tolerance for residues of sulfosate on
cattle, goats, horses, hogs and sheep at
0.10 ppm in fat, at 1.00 ppm in meat by-
products, and at 0.20 ppm in meat; in
poultry at 0.05 ppm in fat, meat-by-
products (except liver), and meat, and at
0.10 ppm in liver; in eggs at 0.02 ppm;
in milk at 0.20 ppm; in corn at 0.30 ppm
(of which no more than 0.20 ppm is
TMS) in stover (field and pop), at 0.20
ppm (of which no more than 0.10 ppm
is TMS) in grain (field and pop), at 0.10
ppm in forage (field); in soybeans at
2.00 ppm (of which no more than 1.0
ppm is TMS) in forage, at 5.00 ppm (of
which no more than 2.0 ppm is TMS)
in hay, and at 3.00 (of which no more
than 1.0 ppm is TMS) ppm in seed; and
in aspirated grain fractions at 210 ppm
(of which no more than 60 ppm is
TMS). EPA’s assessment of the dietary
exposures and risks associated with
establishing the tolerance follows.

A. Toxicological Profile

EPA has evaluated the available
toxicity data and considered its validity,
completeness, and reliability as well as
the relationship of the results of the
studies to human risk. EPA has also
considered available information
concerning the variability of the
sensitivities of major identifiable
subgroups of consumers, including
infants and children. The nature of the
toxic effects caused by sulfosate are
discussed below.

Several acute toxicity studies were
performed, placing technical-grade
sulfosate in Toxicity Category Ill. The
acute toxicity data for sulfosate show
that this chemical is not acutely toxic by
the oral, inhalation, and dermal routes
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of exposure. Sulfosate technical is,
however, a slight dermal sensitizer.

In a subchronic feeding study, 6 week
old CrL: CD(SD)BR Sprague-Dawley rats
were treated with Sulfosate technical at
doses of 0, 150, 350, 800 or 2,000 ppm
sulfosate in their diet (males for 90 days
& females for 96 days). At 2,000 ppm in
males (88 mg/kg/day) there was a
significant overall decrease in body
weight gain of 22%. At 2,000 ppm, the
females exhibited some sporadic and
minimal decreases in body weight (6%
at week 2, 8% at week 11, 21% at week
13) which were due to a decrease in
food consumption and is not used to set
a lowest effect level (LOEL). No
significant changes were observed in
clinical chemistry, hematology, clinical
observations, organ weight, and
macroscopic/microscopic
histopathology. The systemic no effect
level (NOEL) is 800 ppm in males (36
mg/kg/day) and 2,000 ppm (108 mg/kg/
day) in females. The systemic LOEL is
2,000 ppm in males (88 mg/kg/day),
based on significant overall decrease in
body weight gain of 22%. The
maximum tolerated dose (MTD) was
achieved only in male rats.

Two subchronic toxicity studies on
dogs were conducted. In one subchronic
oral study, beagle dogs were treated
with Sulfosate technical at doses of 0, 2,
10 or 50 mg/kg/day. The dose volume
was 0.5 milliliter per kilogram body
weight (ml/kg b.w.) by oral gavage (5
days/week) for 45-50 days. The NOEL
is 10 mg/kg/day for both males and
females. The LOEL is 50 mg/kg/day for
both males and females, based on
significant earlier onsets and increased
incidence of salivation and emesis. No
significant change was observed in body
weight, food consumption, urinalysis,
organ weights, macroscopic/
microscopic histopathology,
hematology, and clinical chemistry
including cholinesterase activity. In
another subchronic toxicity study,
Sulfosate was administered to 4 male
and 4 female beagle dogs by gelatin
capsule at doses of 0, 10, 25, or 50 mg/
kg/day for at least 90 days. Evaluations
included clinical observations, body
weight, food consumption, clinical
pathology, organ weights and gross and
microscopic histopathology. There were
no effects on food consumption, body
weight, clinical pathology, organ
weights or histopathology. Observed at
50 mg/kg/day in both sexes was
salivation at dosing (weeks 2—14) and/
or salivation (weeks 1-13) either
consistently or intermittently, and
resisting dosing (weeks 6-13)
occasionally. A female in the 50 mg/kg/
day group was sacrificed on day 2 after
being found cold and recumbent and

replaced with another female dog. The
dose was lowered to 40 mg/kg/day in
another female dog (50 mg/kg/day
group) for most of the remainder of the
study following two incidents of
tremors, recumbency, and voluntary
paddling of the limbs. One high dose
male had a unilateral cataract. The
LOEL is 50 mg/kg/day, based on clinical
signs of neurotoxicity in the females.
The NOEL is 25 mg/kg/day.

Two 21-day dermal studies were
conducted. In one 21—-day dermal study,
Rabbits (New Zealand White) were
treated with sulfosate soluble
concentrate (51.2% a.i.), Sulfosate at
doses of 0, 10, 100, 1,000 mg/kg/day, 6
hrs/day, 5 days/wk for 3 weeks. There
was no systemic toxicity at any dose.
There was mild erythema at application
sites in all sulfosate-treated groups. The
systemic NOEL is 1,000 mg/kg/day, the
highest dose tested (HDT). In another
21-day dermal study, sulfosate
emulsifiable concentrate (39.8% a.i.)
was applied to the skin of rats (Alpk: AP
(Wistar derived), 5/sex/group) at doses
of 25, 250, 1,000 mg/kg in 0.0021, 0.027,
and 0.0826 ml/100 g body wt. At 25 and
1,000 mg/kg/day (not 250 mg/kg/day)
there was a slight increase in testes
weight with normal histology
(toxicological significance is unclear).
There was occasional sciatic nerve fiber
degeneration (1 male and 2 females out
of a total of 10) at 1,000 mg/kg/day.
There was occasional sciatic nerve fiber
degeneration (1/5 males, 2/5 females) at
1,000 mg/kg/day with none in controls.
Dermal irritation occurred in male rats
at 1,000 mg/kg/day including scabbing,
erythema, edema and desquamation.
There were no histological changes. The
systemic LOEL was 1,000 mg/kg/day
based on sciatic nerve findings. The
NOEL was 250 mg/kg/day.

In a feeding/carcinogenicity study,
60/sex/group Sprague-Dawley (Crl: CD
SD BR) rats were tested with sulfosate
soluble concentrate (56.2% a.i.) at dose
levels of 0 (basal diet, no vehicle), 0
(basal diet plus 1% propylene glycol),
100, 500 or 1,000 ppm a.i. (male - 0, 4.2,
21.2, or 41.8; female - 0, 5.4, 27.0, or
55.7) for 2 years. Rats may have
tolerated higher dose levels. At 1,000
ppm there were decreases in
bodyweight in both males and females
and an increase in incidences of chronic
laryngeal and nasopharyngeal
inflammation in males. Bodyweight
decrease was secondary to the decrease
in food consumption. The LOEL and
NOEL were at or above 1,000 ppm (41.8
and 55.7 mg/kg/day for males and
females, respectively). There was no
evidence of carcinogenicity in this study
at the doses tested. The study is
considered acceptable based on the

results of a subchronic and reproduction
study. The high dose for a feeding/
carcinogenicity study should be near,
but not necessarily at, a dose that would
produce well defined toxicity. The
subchronic rat study indicated well
defined toxicity at 2,000 ppm (only
twice the high dose in the feeding/
carcinogenicity study), a dose that is
adequate for estimating a maximum
tolerated dose (MTD). Therefore, 1,000
ppm in the feeding/carcinogenicity
study is considered a reasonable
extrapolation from the subchronic
toxicity study results. In addition, at
2,000 ppm in the reproduction study
there is well defined toxicity with some
evidence of toxicity, although less
severe, at 800 ppm. Therefore, it is
believed that sulfosate was adequately
tested for carcinogenicity in the rat.

In a chronic oral gavage study, beagle
dogs (5/sex/dose) were treated with
sulfosate soluble concentrate (56.2%
a.i.) for 1 year at doses of 0, 2, 10, or
50 mg kg/day. Signs of toxicity were
limited to the 50 mg/kg/day group
females and included transient
salivation (1/5 at 10 mg/kg/day and 5/
5 at 50 mg/kg/day) and emesis (single
episodes in 3/5 dogs). The decreased
lactic acid dehydrogenase (LDH) in
females at 12 months is of questionable
biological significance. The high dose
was however, supported by subchronic
studies where transient salivation and
emesis again occurred at 50 mg/kg/day
in a 90 day study and at 75 mg/kg/day
in a 28 day study; with death occurring
within 3 days at 150 mg/kg/day in the
28 day study. The LOEL is 50 mg/kg/
day based on salivation and emesis and
support from shorter term studies also
with emesis and salivation. The NOEL
is 10 mg/kg/day.

In a feeding carcinogenicity study,
mice (60/sex/dose) were given sulfosate
technical (56.17% a.i.) in the diet at
concentrations of Oa (dietary control), Ob
(vehicle control), 100, 1,000 and 8,000
ppm (males at 0, 0, 11.7, 118, or 991 mg/
kg/day; and females at 0, 0, 16.0, 159,
or 1,341 mg/kg/day) for 2 years. The
only signs of toxicity occurred at 8,000
ppm and included (in both sexes)
decreased body weight (about 10%
lower than controls) and weight gain
(about 50% lower than controls).
Decreased food consumption (0 to 15%
lower than controls in both sexes) was
responsible only in part for the
decreased weight gain. In addition,
there was increased incidence of white
matter degeneration in the lumbar
region of the spinal cord (males only) (2,
3, 4, 4, 79% response, controls to high
dose), and increased incidence of
epithelial hyperplasia of duodenum
(females only) (10, 13, 16, 15, 24%
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response, controls to high dose). The
systemic LEL is 8,000 ppm (991, 1,340
mg/kg/day for males and females) based
on decreased body weight & food
consumption (both sexes), increased
incidence of white matter degeneration
in lumbar bar region of spinal cord
(males only), and increased incidence of
epithelial hyperplasia of duodenum
(females only). The systemic NOEL is
1000 ppm (118, 159 mg/kg/day for
males and females). This study was
tested to adequate doses based on
decreased body weight and weight gain.
There was no evidence of
carcinogenicity in this study at the
doses tested.

In a developmental toxicity study, rats
(25/dose) were treated with sulfosate
soluble concentrate (19.2% a.i.) by
gavage on gestation days 6 through 20
at dose levels of 0, 30, 100, or 333 mg/
kg/day. The test material was dissolved
in water and administered in a volume
of 5 ml/kg. Treatment related effects
were limited to the high dose dams and
included decreased body weight (17%
less than the control), body weight gain
and feed consumption. There was also
salivation, chromorhinorrhea and
lethargy after dosing in this group (p <
0.05). The Maternal LOEL is 333 mg/kg/
day based on decreased body weight,
feed consumption and body weight gain
along with increased incidences of
salivation, chromorhinorrhea, and
lethargy after dosing. The Maternal
NOEL is 100 mg/kg/day. Developmental
signs of toxicity were limited to the high
dose and included decreased fetal body
weight (5.0, 4.9, 4.9, 4.2 gm, controls to
high dose). The Developmental toxicity
LOEL is 333 mg/kg/day based on
decreased fetal body weight. The
Developmental toxicity NOEL is 100
mg/kg/day.

In a developmental toxicity study,
New Zealand white rabbits (15/group
except 21 at the high dose) were treated
by gavage with sulfosate soluble
concentrate (56.2% ai) from gestation
days 7-19. The test material was
dissolved in water and administered in
a volume of 2 ml/kg at dose levels of 0,
10, 40 or 100 mg/kg/day. The Maternal
LOEL is 100 mg/kg/day (6 deaths in 17
pregnant does, 4 abortions in the 11
survivors along with decreased body
weight, feed consumption and body
weight gain). The Maternal NOEL is 40
mg/kg/day. The developmental LOEL is
100 mg/kg/day based on decreased
number of live fetuses/doe for 7
surviving rabbits (5.4 versus 7.4 in
controls), 4 rabbits aborted their litters.
Having only 7 litters does not give a
sufficiently high number of animals to
absolutely conclude that no
developmental toxicity is occurring,

particularly in light of the massive
losses to death and abortions. The
developmental NOEL is 40 mg/kg/day.

In a 2-generation reproduction study,
20 male and 30 female/group Sprague-
Dawley rats received sulfosate soluble
concentrate (19.2% a.i.) at dose levels of
0, 150, 800, or 2,000 ppm in the diet
(average for Pg and P1 - males - 0, 6.0,
35, 88.5 mg/kg/day; females - 0, 8, 41,
98 mg/kg/day). The systemic LEL is 800
ppm (35 and 41 mg/kg/day for males
and females) based on a decrease in
absolute and sometimes relative organ
weights in both generations (thymus,
heart, kidney and liver) at 800 and 2,000
ppm and a decrease in body weights
and body weight gains during the
premating period at 2,000 ppm. The
Systemic NOEL is 150 ppm (6 and 8 mg/
kg/day for males and females). The
reproductive/developmental LOEL is
800 ppm (35 and 41 mg/kg/day for
males and females) is based on
decreased litter size in Foaand Fyp litters
at 2,000 ppm and on decrease in mean
pup weights during lactation in second
litters at 800 ppm & in all litters at 2,000
ppm. The reproductive/developmental
NOEL is 150 ppm (6 and 8 mg/kg/day
for males and females).

In an acute neurotoxicity study, white
leghorn chickens (6 hens/group in
control groups, 8 hens/group in treated
groups) were treated with technical
sulfosate (56.9% a.i.) by gavage at doses
of 0, 500 or 5,000 mg/kg in 5 ml/kg
water. Tri-ortho-cresylphosphate
(TOCP, 500 mg/kg) was the positive
control. Each animal was dosed twice
during study; day 1 and day 22. Each
animal was evaluated up to day 41 (or
42). At 500 mg/kg there was diarrhea
starting a few days after each dosing,
lasting for 2—3 days. At 5,000 mg/kg
there was diarrhea, changes in comb
appearance, early decreased food
consumption and decrease in egg
production. No indications of
neurotoxicity were observed. The
positive control indicated the
appropriate clinical sings of toxicity,
increased ataxia and microscopic
observations for an organophosphate.
The NOEL for systemic toxicity was 500
mg/kg. The LEL for systemic toxicity
was 5,000 mg/kg.

In an acute neurotoxicity study,
sulfosate technical (59.4% a.i.) was used
to treat Alpk: APfsD rats, 10/sex/dose by
gavage at 1 ml/100 g bw with doses of
0, 30, 100 or 300 mg/kg. Adequate
positive control data were provided. At
300 mg/kg there was death, ptosis,
decreased activity, decreased splay
reflex, upward curvature of spine,
chromodacryorrhea, staining around the
nose, decreased bodyweight and food
consumption (males), shaking, sides

pinched in, signs of urinary
incontinence, irregular breathing,
hunched posture, abnormal or
staggering gait, increased time to tail
flick, decreased landing foot splay,
decreased forelimb grip strength,
decreased hindlimb grip strength,
decreased motor activity. There was no
microscopic evidence of neurotoxicity.
There were no indications of
neurotoxicity below a lethal dose. The
LEL was 300 mg/kg based on mortality,
neurologic signs described above and
decreased body weight and food
consumption. The NOEL was 100 mg/
kg.
Technical sulfosate (59.4% a.i.) was
tested in a 90 day neurotoxicity feeding
study in Alpk: APfSD rats. Rats (12/sex/
group) received either 0, 200, 600, or
2,000 ppm (0, 15.6, 47.6 or 153.2 mg/kg/
day for males; 0, 18.2, 54.4 or 171.0 mg/
kg/day for females) in the diet. Six/sex/
dose group received complete necropsy
and neurohistopathology. Positive
control data were provided. The other 6/
sex/dose were perfused and the
neurohistopathology carried out.
Clinical signs of toxicity, body weights,
food consumption, functional battery,
motor activity and neuropathology
parameters were measured and recorded
regularly. Positive control data were
provided. At 2,000 ppm, decreased body
weights (16% for males and 9% for
females), food consumption and
utilization were observed. In addition,
mean forelimb grip strength values for
high dose females were statistically
significantly decreased over the values
for the controls during weeks 5-14 (75
— 82% of controls). There was no
microscopic evidence of neurotoxicity.
The significance of the decreased grip
strength as a neurotoxicological effect is
less certain since there were no effects
in mean hindlimb grip strength for high
dose females, in either of the mean grip
strength values at any time period for
males, in any of the other functional
battery parameters, in motor activity
values or in neuropathology
microscopic examinations for either sex.
However, it occurred at all time points,
was statistically significant, and signs of
neurotoxicity occur in other studies.
The LEL is 2,000 ppm (153.2 mg/kg/
day) based on decreases in mean body
weight, food consumption, food
utilization and mean forelimb grip
strength values. The NOEL is 600 ppm
(47.6 mg/kg/day).

Several mutagenicity tests were
conducted. In some of the in vitro
mutagenicity tests (forward mutation/
mouse lymphoma cells, structural
chromosomal aberrations/CHO cells),
sulfosate induced a false positive
mutagenic effect. A common feature of
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these tests was that the pHs of the test
incubation media were acidic (pH 5.67—
7.07) due to the addition of sulfosate.
These positive results were no longer
observed when the pH was readjusted to
a more physiological level (pH 7.4)
before the mutagenicity tests were
conducted. Based on the available
mutagenicity studies, there are no
concerns for mutagenicity at this time.

In a metabolism study, rats were
treated with sulfosate soluble
concentrate (24C labeled). Radiolabelled
trimethylsulfonium ion (TMS) was
rapidly excreted unmetabolized in urine
and feces; the principal sites of
localization of TMS are adrenals,
kidneys, bladder, liver, thyroid and
stomach.

In a metabolism study, rats were
treated with sulfosate (14C-labeled on
the anionic part of the molecule, 56.1%
ai). Intravenous (1V) or oral 14C-
sulfosate was rapidly excreted; over a 5
day period most (86—95%) of the
administered dose was excreted in the
urine & feces. 1V treated male & females
eliminated 90% of the administered
dose in urine. Absorption of 14C-
sulfosate was incomplete by the oral
route; most groups eliminated 47-57%
of the administered dose in the urine
and 36—42% in the feces. Females
treated with a high dose eliminated less
in the urine (36% of dose) and more in
the feces (54% of dose). There was
negligible 14C-carbon dioxide (24C0O2)
elimination. Tissue 14C residues were <
0.32% of administered dose. Carcass 14C
residues were < 2.2% of administered
dose (mostly in bones, 3—-7 ppm in low
dose rats & 19-32 ppm in high dose
rats). Most excreted radioactivity (77—
96% of fecal; 80—-95% of urinary) was
unchanged anion (carboxymethylamino-
methylphosphonate). One fecal
metabolite (repeated dose females; 8.5%
of fecal radioactivity) was aminomethyl
phosphonic acid. Several minor
unidentified (= 3% of total urinary/fecal
radioactivity) metabolites were
recovered. The low dose was 25 mg/kg.
At the high dose of 250 mg/kg, toxic
signs were lethargy, moderate to severe
depression, tremors, dehydration, and
decreased food consumptionin2 -5
rats (total of 10 rats tested). Recovery
was within 72 hours.

B. Toxicological Endpoints

1. Acute toxicity. An acute NOEL of
100 mg/kg was determined based on
mortality, decreased body weight and
food consumption, and neurotoxicity at
300 mg/kg (LOEL) from an acute rat
neurotoxicity study. An acute RFD of
1.0 mg/kg was calculated by dividing
the 100 mg/kg NOEL by the uncertainty
factor of 100 (10x for inter-species

extrapolation and 10x for intra-species
variations). Based on FQPA, EPA has
determined that an additional safety
factor of 3x must be retained for the
acute dietary assessment to protect
infants and children. Without the 3x
safety factor, the level of concern is
dietary consumption above the level of
100% of the RfD. With the 3x safety
factor, the level of concern is
consumption above the level of 33% of
the acute RfD.

2. Short - and intermediate - term
toxicity. There are currently no
residential uses for suslfosate; therefore,
assessment of short- and intermediate-
term toxicity is not necessary for the
purpose of establishing sulfosate
tolerances.

3. Chronic toxicity. EPA has
established the RfD for sulfosate at 0.10
milligrams/kilogram/day (mg/kg/day).
This RfD is based on an oral NOEL of
10 mg/kg/day (LOEL of 50 mg/kg/day)
from a chronic oral gavage study in dogs
and an uncertainty factor of 100. Based
on FQPA, EPA has determined that an
additional safety factor of 3x must be
retained for the chronic dietary
assessment to protect infants and
children. Without the 3x safety factor,
the level of concern is dietary
consumption above the level of 100% of
the RfD. With the 3x safety factor, the
level of concern is consumption above
the level of 33% of the chronic RfD.

4. Carcinogenicity. Sulfosate was
classified as a “‘Group E”’ carcinogen (no
evidence for carcinogenicity in humans)
based on the lack of evidence of
carcinogenicity in mice and rats at doses
that were judged to be adequate to
assess the carcinogenic potential and
the “Guidelines for Carcinogen Risk
Assessment” [51 FR 33992] for
classifying the weight-of-evidence for
carcinogenicity.

C. Exposures and Risks

1. From food and feed uses.
Tolerances have been previously
established (40 CFR 180.489) for the
residues of sulfosate, in or on a variety
of raw agricultural commodities. Time-
limited tolerances for soybeans expired
on April 10, 1998, and time limited
tolerances for corn, ruminants, poultry,
milk, and eggs expired on March 9,
1998. Risk assessments were conducted
by EPA to assess dietary exposures and
risks from sulfosate as follows:

i. Acute exposure and risk. Acute
dietary risk assessments are performed
for a food-use pesticide if a toxicological
study has indicated the possibility of an
effect of concern occurring as a result of
a one day or single exposure. An acute
dietary (food only) risk assessment was
conducted for sulfosate. The exposure to

the most sensitive population subgroup,
in this instance non-nursing infants,
was 9.7% of the acute RfD (1.0 mg/kg
bwt/day). Based on FQPA, EPA has
determined that an additional safety
factor of 3x must be retained for the
acute dietary assessment to protect
infants and children. Without the 3x
safety factor, the level of concern is
dietary consumption above the level of
100% of the RfD. With the 3x safety
factor, the level of concern is
consumption above the level of 33% of
the acute RfD. Therefore, the acute
dietary risk due to food does not exceed
the level of concern.

ii. Chronic exposure and risk. An
chronic dietary (food only) risk
assessment was conducted for sulfosate.
This risk assessment assumed 100% of
the crops with existing tolerances plus
those established in this notice were
treated and that residues were
consumed at the theoretical Maximum
Residue Contribution (TMRC, the level
of residues consumed daily if each food
item contained pesticide residues equal
to the tolerance). The exposure to the
most sensitive population subgroup, in
this instance children 1 to 6 years old,
was 20.3% of the chronic RfD (0.1 mg/
kg bwt/day). Based on FQPA, EPA has
determined that an additional safety
factor of 3x must be retained for the
acute dietary assessment to protect
infants and children. Without the 3x
safety factor, the level of concern is
dietary consumption above the level of
100% of the RfD. With the 3x safety
factor, the level of concern is
consumption above the level of 33% of
the acute RfD. Therefore, the chronic
dietary risk due to food does not exceed
the level of concern.

2. From drinking water. Results from
computer modeling indicate that
sulfosate in groundwater will not
contribute significant residues in
drinking water as a result of sulfosate
use at the recommended maximum
annual application rate (1 application at
4.75 Ibs., a.i., acre-1). The computer
model uses conservative numbers,
therefore it is unlikely that groundwater
concentrations would exceed the
estimated concentration of 0.00224 ppb,
and sulfosate should not pose a threat
to ground water.

The surface water estimates are based
on an exposure modeling procedure
called GENEEC (Generic Expected
Environmental Concentration). The
assumptions of 1 application of 4.75
Ibs., a.i., acre-1 resulted in calculated
estimated maximum concentrations of
125 ppb (acute, based on the highest 56
day value) and 35 ppb (chronic,
average). GENEEC modeling procedures
assumed that sulfosate was applied to a
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10-hectare field that drained into a 1-
hectare pond, 2-meters deep with no
outlet for all crops.

As a conservative assumption,
because sulfosate residues in ground
water are expected to be insignificant
compared to surface water, EPA
assumed that 100% of drinking water
consumed was derived from surface
water in all drinking water exposure
and risk calculations.

To calculate the maximum acceptable
acute and chronic exposures to sulfosate
in drinking water, the dietary food
exposure (acute or chronic) was
subtracted from 33% of the appropriate
(acute or chronic) RfD. DWLOCs were
then calculated using the maximum
acceptable acute or chronic exposure,
default body weights (70 kg - adult, 10
kg - child) and drinking water
consumption figures (2 litres - adult, 1
litre - child).

i. Acute exposure and risk. OPP has
calculated drinking water levels of
concern (DWLOCs) for acute exposure
to be 9,740 ug/I parts per billion (ppb)
for U.S. population, 2,360 ug/I (ppb) for
non-nursing infants (<1 year old), and
2600 ug/l (ppb) for children (1-6 years
old). These levels include the FQPA
additional safety factor of 3x to protect
infants and childern. The estimated
maximum concentration of sulfosate in
surface water of 125 ppb (highest 56 day
value) is less than all of the calculated
acute DWLOCs. Therefore, taking into
account the present uses plus uses on
corn and soybeans, EPA concludes with
reasonable certainty that acute exposure
to residues of sulfosate in drinking
water (when considered along with
other sources of exposure for which
EPA has reliable data) would not result
in unacceptable levels of aggregate
human health risk at this time.

ii. Chronic exposure and risk. OPP
has calculated DWLOCs for chronic
(non-cancer) exposure to be 925 ug/I
(ppb) for U.S. population and 130 ug/I
(ppb) for the most sensitve population
group, in this instance children 1 to 6
years old. These levels include the
FQPA additional safety factor of 3x to
protect infants and childern. The
estimated concentration 35 ppb
(chronic, average) of sulfosate in surface
water of is less than all of the calculated
chronic DWLOCs. Therefore, taking into
account the present uses plus uses on
corn and soybeans, EPA concludes with
reasonable certainty that chronic
exposure to residues of sulfosate in
drinking water (when considered along
with other sources of exposure for
which EPA has reliable data) would not
result in unacceptable levels of
aggregate human health risk at this time.

3. From non-dietary exposure.
Sulfosate is currently not registered for
use on any residential non-food sites:
Therefore, residential exposure to
sulfosate residues will be through
dietary exposure only.

4. Cumulative exposure to substances
with common mechanism of toxicity.
Sulfosate is structurally similar to
glyphosate. Further, other pesticides
may have common toxicity endpoints
with sulfosate. Section 408(b)(2)(D)(v)
requires that, when considering whether
to establish, modify, or revoke a
tolerance, the Agency consider
“available information’ concerning the
cumulative effects of a particular
pesticide’s residues and “‘other
substances that have a common
mechanism of toxicity.” The Agency
believes that “‘available information” in
this context might include not only
toxicity, chemistry, and exposure data,
but also scientific policies and
methodologies for understanding
common mechanisms of toxicity and
conducting cumulative risk
assessments. For most pesticides,
although the Agency has some
information in its files that may turn out
to be helpful in eventually determining
whether a pesticide shares a common
mechanism of toxicity with any other
substances, EPA does not at this time
have the methodologies to resolve the
complex scientific issues concerning
common mechanism of toxicity in a
meaningful way. EPA has begun a pilot
process to study this issue further
through the examination of particular
classes of pesticides. The Agency hopes
that the results of this pilot process will
increase the Agency’s scientific
understanding of this question such that
EPA will be able to develop and apply
scientific principles for better
determining which chemicals have a
common mechanism of toxicity and
evaluating the cumulative effects of
such chemicals. The Agency anticipates,
however, that even as its understanding
of the science of common mechanisms
increases, decisions on specific classes
of chemicals will be heavily dependent
on chemical specific data, much of
which may not be presently available.

Although at present the Agency does
not know how to apply the information
in its files concerning common
mechanism issues to most risk
assessments, there are pesticides as to
which the common mechanism issues
can be resolved. These pesticides
include pesticides that are
toxicologically dissimilar to existing
chemical substances (in which case the
Agency can conclude that it is unlikely
that a pesticide shares a common
mechanism of activity with other

substances) and pesticides that produce
a common toxic metabolite (in which
case common mechanism of activity
will be assumed).

EPA does not have, at this time,
available data to determine whether
sulfosate has a common mechanism of
toxicity with other substances or how to
include this pesticide in a cumulative
risk assessment. Unlike other pesticides
for which EPA has followed a
cumulative risk approach based on a
common mechanism of toxicity,
sulfosate does not appear to produce a
toxic metabolite produced by other
substances. For the purposes of this
tolerance action, therefore, EPA has not
assumed that sulfosate has a common
mechanism of toxicity with other
substances.

D. Aggregate Risks and Determination of
Safety for U.S. Population

1. Acute risk. Since there are no
residential uses for sulfosate, the acute
aggregate exposure only includes food
and water. For the U.S. population,
5.8% of the acute RfD is occupied by
dietary (food) exposure. The estimated
average concentrations of sulfosate in
surface and ground water are less than
EPA’s levels of concern for sulfosate in
drinking water as a contribution to acute
aggregate exposure. The above
calculations include the FQPA safety
factor of 3x. Therefore, EPA concludes
with reasonable certainty that residues
of sulfosate in drinking water do not
contribute significantly to the aggregate
acute human health risk at the present
time considering the present uses and
uses proposed in this action.

2. Chronic risk. Using the exposure
assumptions TMRCs described above,
EPA has concluded that aggregate
exposure to sulfosate from food will
utilize 7.6% of the RfD for the U.S.
population. The major identifiable
subgroup with the highest aggregate
exposure is children 1 to 6 years old
(discussed below). EPA generally has no
concern for exposures below 100% of
the RfD because the RfD represents the
level at or below which daily aggregate
dietary exposure over a lifetime will not
pose appreciable risks to human health.
For infants, children, and women, EPA
determined that the 10x factor for
increased susceptibility of infants and
children (as required by FQPA) should
be reduced to 3x. Therefore, for infants,
children, and women, there is no
concern for exposures below 33% of the
RfD. Despite the potential for exposure
to sulfosate in drinking water, EPA does
not expect the aggregate exposure to
exceed 33% of the RfD.

3. Aggregate cancer risk for U.S.
population. Sulfosate was classified as a
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“Group E” carcinogen (no evidence for
carcinogenicity in humans, see section
B.4 of this document).

4. Conclusions. EPA concludes that
there is a reasonable certainty that no
harm will result from aggregate
exposure to sulfosate residues.

E. Aggregate Risks and Determination of
Safety for Infants and Children

1. Safety factor for infants and
children— i. In general. In assessing the
potential for additional sensitivity of
infants and children to residues of
sulfosate, EPA considered data from
developmental toxicity studies in the rat
and rabbit and a 2-generation
reproduction study in the rat. The
developmental toxicity studies are
designed to evaluate adverse effects on
the developing organism resulting from
maternal pesticide exposure gestation.
Reproduction studies provide
information relating to effects from
exposure to the pesticide on the
reproductive capability of mating
animals and data on systemic toxicity.

FFDCA section 408 provides that EPA
shall apply an additional tenfold margin
of safety for infants and children in the
case of threshold effects to account for
pre-and post-natal toxicity and the
completeness of the database unless
EPA determines that a different margin
of safety will be safe for infants and
children. Margins of safety are
incorporated into EPA risk assessments
either directly through use of a MOE
analysis or through using uncertainty
(safety) factors in calculating a dose
level that poses no appreciable risk to
humans. EPA believes that reliable data
support using the standard uncertainty
factor (usually 100 for combined inter-
and intra-species variability) and not the
additional tenfold MOE/uncertainty
factor when EPA has a complete data
base under existing guidelines and
when the severity of the effect in infants
or children or the potency or unusual
toxic properties of a compound do not
raise concerns regarding the adequacy of
the standard MOE/safety factor.

ii. Developmental toxicity studies. In
a prenatal developmental toxicity study,
sulfosate was administered by gavage to
groups of pregnant Sprague-Dawley rats
on gestation days 6—20 at dose levels of
0, 30, 100, or 333 mg/kg/day. The
maternal NOEL was 100 mg/kg/day and
LOEL was 333 mg/kg/day based on
decreased body weight, food
consumption, and increased clinical
signs. The developmental NOEL was
100 mg/kg/day and LOEL was 333 mg/
kg/day based on decreased fetal body
weight.

In another prenatal developmental
toxicity study, Sulfosate was

administered by gavage to groups of
New Zealand White rabbits on gestation
days 6-18 at doses of 0, 10, 40, or 100
mg/kg/day. The maternal NOEL was 40
mg/kg/day and LOEL was 100 mg/kg/
day based on abortions, deaths,
decreased body weight and food
consumption. The developmental NOEL
was 40 mg/kg/day and LOEL was 100
mg/kg/day based on decreased number
(7) of surviving does, and decrease in
number of live fetuses/doe (5.4 vs 7.4 in
controls).

ili. Reproductive toxicity study.
Sulfosate was administered by diet to
Sprague-Dawley rats at dose levels of 0,
150, 800, or 2,000 ppm for 2-
generations. The parental systemic
NOEL was 140 ppm (7.5 mg/kg/day) and
the LOEL was 800 ppm (40 mg/kg/day)
based on decreased body weight,
decreased organ weights and decreased
food consumption. The reproductive/
offspring NOEL was 7.5 mg/kg/day (140
ppm) and LOEL was 40 mg/kg/day (800
ppm) based on decreased pup body
weight during lactation.

iv. Pre- and post-natal sensitivity. The
data provided no indication of increased
susceptibility in rats or rabbits from in
utero and/or post natal exposure to
sulfosate. In the prenatal developmental
toxicity study in rats, evidence of
developmental toxicity was seen only in
the presence of maternal toxicity. In the
developmental toxicity study in rabbits,
developmental toxicity was seen in the
presence of maternal toxicity at the
highest dose level. In the 2-generation
reproduction study in rats, effects in the
offspring were observed only at or above
treatment levels which results in
evidence of parental toxicity. It should
be noted that a developmental
neurotoxicity study is required.

v. Developmental neurotoxicity. A
developmental neurotoxicity study is
not available. One is required due to
neurotoxicity observed in the rat, dog
and mouse. Sulfosate is a neurotoxic
chemical, which produces clinical
findings such as salivation, tremors,
emesis, and decreased activity in dogs
and/or rats. Salivation was the most
consistent sign, and in dogs may have
served as a precursor to more severe
symptoms. In one study, salivation
stopped upon withdrawal of sulfosate
and recurred upon reintroduction of
treatment. Dogs appear to be the most
sensitive species for these effects, with
high intra-individual variability in
sensitivity. Acute neurotoxicity effects
observed after a single dose of 300 mg/
kg in the rat included ptosis, decreased
activity, decreased splay reflex, upward
curvature of spine, shaking, sides
pinched in, signs of urinary
incontinence, irregular breathing,

hunched posture, abnormal or
staggering gait, increased time to tail
flick, decreased landing foot splay,
decreased forelimb grip strength,
decreased hindlimb grip strength,
decreased motor activity. There was also
death at this dose. In the subchronic rat
neurotoxicity study, the decreased
forelimb grip strength observed at 153
mg/kg/day, in females only, may also
have been due to treatment.
Hydrocephalus or dilated ventricles
were observed in at least one animal at
the HDT (50 mg/kg/day) in adult dogs
in all the dog studies, following both 90-
days (gavage or capsule) and one year of
dosing. This finding was never seen in
controls or low dose groups.
Hydrocephaly and/or dilated ventricles
in dogs of this age may have been due
to inherent asymptomatic incidences in
the beagle (Vullo et al., 1997), but it was
noted that these animals were not
supplied by the same breeding colony,
and the incidences were only observed
at the high dose levels across several
studies. Therefore, these findings can
not be dismissed. Neuropathology was
observed in the 21-day rat dermal study
(sciatic nerve degeneration) at 1000 mg/
kg, and the 2-year chronic mouse study
(degeneration of the sciatic nerve,
lumbar spinal root, and lumbar spinal
white matter in males) at 991 mg/kg.
Although these findings were
previously discounted due to lack of
supporting neuropathology data in the
acute and subchronic neurotoxicity
studies in rats, the overall neurotoxicity
profile of the chemical indicated that
the neuropathology could be a
treatment-related effect of concern.

v. Conclusion. EPA concludes that the
10x factor for increased susceptibility of
infants and children (as required by
FQPA) should be reduced to 3x. The
Agency determined that the data
indicate that there is no increased
susceptibility to young rats or rabbits
following in utero exposure in prenatal
studies or in the postnatal study in rats,
and the guideline requirements for the
toxicology data base are completed.
Additionally, the exposure assessments
for sulfosate do not indicate a concern
for potential risk to infants and children
since: (1) The dietary exposure
assessments are unrefined (assuming
that all commodities contain tolerance
level residues) resulting in an over
estimate of dietary exposure; (2) data
from modeling are used for the ground
and surface source drinking water
exposure assessments, resulting in
estimates considered to be reasonable
upper-bound concentrations; and (3)
there are currently no registered
residential uses for sulfosate.
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However, the FQPA safety factor was
reduced to 3x instead of being removed
because of the concern for the overall
neurotoxicity exhibited in long-term
studies in adult animals (mice, rats, and
dogs) and the Agency’s determination
based on these findings that additional
data are needed. In mice, sulfosate
induced degeneration of the sciatic
nerve, lumbar spinal root and lumbar
spinal white matter was reported. In
rats, degeneration of the sciatic nerve
was seen following dermal applications.
In dogs, hydrocephalus and/or dilated
ventricles were observed following
subchronic and chronic exposures. In
addition, clinical signs indicative of
neurotoxicity such as salivation,
tremors, emesis, decreased activity was
seen in rats and dogs. Based on these
factors, the Agency determined that a
developmental neurotoxicity study in
rats is required to characterize the
observed neuropathology in the
subchronic and chronic studies.

2. Acute risk. Since there are no
residential uses for sulfosate, the acute
aggregate exposure only includes food
and water. For infants and children,
7.3-9.4% of the acute RfD is occupied
by dietary (food) exposure. The
estimated average concentrations of
sulfosate in surface and ground water
are less than EPA’s levels of concern for
sulfosate in drinking water as a
contribution to acute aggregate dietary
exposure. The above calculations
include the FQPA safety factor of 3x.
Therefore, EPA concludes with
reasonable certainty that residues of
sulfosate in drinking water do not
contribute significantly to the aggregate
acute human health risk at the present
time considering the present uses and
uses proposed in this action. EPA
concludes that there is a reasonable
certainty that no harm will result to
infants and children from aggregate
acute exposure to sulfosate residues.

3. Chronic risk. Using the
conservative exposure assumptions
described above, EPA has concluded
that aggregate exposure to sulfosate from
food will utilize 11.9-20.3% of the RfD
for infants and children. EPA has no
concern for exposures below 33% of the
RfD because the RfD represents the level
at or below which daily aggregate
dietary exposure over a lifetime will not
pose appreciable risks to health of
infants and children. Despite the
potential for exposure to sulfosate in
drinking water, EPA does not expect the
aggregate dietary exposure to exceed
33% of the RfD. EPA concludes that
there is a reasonable certainty that no
harm will result to infants and children
from aggregate exposure to sulfosate
residues.

I11. Other Considerations
A. Metabolism In Plants and Animals

The nature of the residues in plants
and animals is understood. EPA has
determined that the tolerance
expression for sulfosate must include
both of the parent ions.

B. Analytical Enforcement Methodology

1. Plants. Analytical methods are
available for enforcement. There is
currently a PAM Il enforcement method
for the N-(phosphonomethyl)glycine
anion (PMG) in crops. For TMS, the
registrant has proposed gas
chromatography (GC) Method RR 93—
105B as the analytical enforcement
method. A successful petition method
validation (PMV) of this analytical
enforcement method for the TMS
moiety in plants has been completed by
the EPA laboratory. EPA concludes that
Method RR 93-105B is adequate for
enforcement of the permanent
tolerances.

2. Animals. Analytical methods are
available for enforcement. For PMG, the
registrant has proposed GC Method RR
93-104B as the analytical enforcement
method. For TMS, the registrant has
proposed GC Method RR 93-100B as the
analytical enforcement method.
Successful PMV of these analytical
enforcement methods for the PMG and
TMS moieties in meat, milk and eggs
have been completed by the EPA
laboratory. EPA concludes that Method
RR 93-104B and Method RR 93-100B
are adequate for enforcement of the
permanent tolerances.

C. Magnitude of Residues

The crop field trial data are adequate
to support these tolerances.

D. International Residue Limits

There are no Codex, Canadian or
Mexican tolerances or maximum
residue limits for residues of sulfosate
in the subject crops. Therefore, a
compatibility issue is not relevant to the
proposed tolerances.

E. Rotational Crop Restrictions.

EPA has previously reviewed two
confined rotational crop studies for
sulfosate and concluded that rotational
crop restrictions were not required .

IV. Conclusion

Therefore, the tolerance is established
for residues of sulfosate in cattle, goats,
horses, hogs and sheep at 0.10 ppm in
fat, at 1.00 ppm in meat by-products,
and at 0.20 ppm in meat; in poultry at
0.05 ppm in fat, meat-by-products
(except liver), and meat, and at 0.10
ppm in liver; in eggs at 0.02 ppm; in

milk at 0.20 ppm; in corn at 0.30 ppm
(of which no more than 0.20 ppm is
TMS) in stover (field and pop), at 0.20
ppm (of which no more than 0.10 ppm
is TMS) in grain (field and pop), at 0.10
ppm in forage (field); in soybeans at
2.00 ppm (of which no more than 1.0
ppm is TMS) in forage, at 5.00 ppm (of
which no more than 2.0 ppm is TMS)
in hay, and at 3.00 (of which no more
than 1.0 ppm is TMS) ppm in seed; and
in aspirated grain fractions at 210 ppm
(of which no more than 60 ppm is
TMS). In addition, the existing
tolerances for prunes at 0.20 ppm,
raisins at 0.20 ppm, and soybean hulls
at 7.0 ppm are moved from 40 CFR
185.5375 to 40 CFR 180.489.

V. Objections and Hearing Requests

The new FFDCA section 408(g)
provides essentially the same process
for persons to ‘“‘object” to a tolerance
regulation issued by EPA under new
section 408(e) and (I)(6) as was provided
in the old section 408 and in section
409. However, the period for filing
objections is 60 days, rather than 30
days. EPA currently has procedural
regulations which govern the
submission of objections and hearing
requests. These regulations will require
some modification to reflect the new
law. However, until those modifications
can be made, EPA will continue to use
those procedural regulations with
appropriate adjustments to reflect the
new law.

Any person may, by November 10,
1998, file written objections to any
aspect of this regulation and may also
request a hearing on those objections.
Objections and hearing requests must be
filed with the Hearing Clerk, at the
address given above (40 CFR 178.20). A
copy of the objections and/or hearing
requests filed with the Hearing Clerk
should be submitted to the OPP docket
for this rulemaking. The objections
submitted must specify the provisions
of the regulation deemed objectionable
and the grounds for the objections (40
CFR 178.25). Each objection must be
accompanied by the fee prescribed by
40 CFR 180.33(i). If a hearing is
requested, the objections must include a
statement of the factual issues on which
a hearing is requested, the requestor’s
contentions on such issues, and a
summary of any evidence relied upon
by the requestor (40 CFR 178.27). A
request for a hearing will be granted if
the Administrator determines that the
material submitted shows the following:
There is genuine and substantial issue
of fact; there is a reasonable possibility
that available evidence identified by the
requestor would, if established, resolve
one or more of such issues in favor of
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the requestor, taking into account
uncontested claims or facts to the
contrary; and resolution of the factual
issues in the manner sought by the
requestor would be adequate to justify
the action requested (40 CFR 178.32).
Information submitted in connection
with an objection or hearing request
may be claimed confidential by marking
any part or all of that information as
Confidential Business Information (CBI).
Information so marked will not be
disclosed except in accordance with
procedures set forth in 40 CFR part 2.

A copy of the information that does not
contain CBI must be submitted for
inclusion in the public record.
Information not marked confidential
may be disclosed publicly by EPA
without prior notice.

V1. Public Record and Electronic
Submissions

EPA has established a record for this
rulemaking under docket control
number OPP-300709 (including any
comments and data submitted
electronically). A public version of this
record, including printed, paper
versions of electronic comments, which
does not include any information
claimed as CBI, is available for
inspection from 8:30 am. to 4 p.m.,
Monday through Friday, excluding legal
holidays. The public record is located in
Room 119 of the Public Information and
Records Integrity Branch, Information
Resources and Services Division
(7502C), Office of Pesticide Programs,
Environmental Protection Agency,
Crystal Mall #2, 1921 Jefferson Davis
Highway, Arlington, VA.

Electronic comments may be sent
directly to EPA at:
opp-docket@epamail.epa.gov.

Electronic comments must be
submitted as an ASCII file avoiding the
use of special characters and any form
of encryption.

The official record for this
rulemaking, as well as the public
version, as described above will be kept
in paper form. Accordingly, EPA will
transfer any copies of objections and
hearing requests received electronically
into printed, paper form as they are
received and will place the paper copies
in the official rulemaking record which
will also include all comments
submitted directly in writing. The
official rulemaking record is the paper
record maintained at the Virginia
address in “ADDRESSES” at the
beginning of this document.

VII. Regulatory Assessment
Requirements

A. Certain Acts and Other Executive
Orders

This final rule establishes tolerances
under FFDCA section 408(d) in
response to a petition submitted to the
Agency. The Office of Management and
Budget (OMB) has exempted these types
of actions from review under Executive
Order 12866, entitled Regulatory
Planning and Review (58 FR 51735,
October 4, 1993). This final rule does
not contain any information collections
subject to OMB approval under the
Paperwork Reduction Act (PRA), 44
U.S.C. 3501 et seq., or impose any
enforceable duty or contain any
unfunded mandate as described under
Title 1l of the Unfunded Mandates
Reform Act of 1995 (UMRA) (Pub. L.
104-4). Nor does it require any prior
consultation as specified by Executive
Order 12875, entitled Enhancing the
Intergovernmental Partnership (58 FR
58093, October 28, 1993), or special
considerations as required by Executive
Order 12898, entitled Federal Actions to
Address Environmental Justice in
Minority Populations and Low-Income
Populations (59 FR 7629, February 16,
1994), or require OMB review in
accordance with Executive Order 13045,
entitled Protection of Children from
Environmental Health Risks and Safety
Risks (62 FR 19885, April 23, 1997).

B. Executive Order 12875

Under Executive Order 12875,
entitled Enhancing Intergovernmental
Partnerships (58 FR 58093, October 28,
1993), EPA may not issue a regulation
that is not required by statute and that
creates a mandate upon a State, local or
tribal government, unless the Federal
government provides the funds
necessary to pay the direct compliance
costs incurred by those governments. If
the mandate is unfunded, EPA must
provide to the Office of Management
and Budget (OMB) a description of the
extent of EPA’s prior consultation with
representatives of affected State, local
and tribal governments, the nature of
their concerns, copies of any written
communications from the governments,
and a statement supporting the need to
issue the regulation. In addition,
Executive Order 12875 requires EPA to
develop an effective process permitting
elected officials and other
representatives of State, local and tribal
governments ‘‘to provide meaningful
and timely input in the development of
regulatory proposals containing
significant unfunded mandates.”

Today'’s rule does not create an
unfunded federal mandate on State,

local or tribal governments. The rule
does not impose any enforceable duties
on these entities. Accordingly, the
requirements of section 1(a) of
Executive Order 12875 do not apply to
this rule.

C. Executive Order 13084

Under Executive Order 13084,
entitled Consultation and Coordination
with Indian Tribal Governments (63 FR
27655, May 19,1998), EPA may not
issue a regulation that is not required by
statute, that significantly or uniquely
affects the communities of Indian tribal
governments, and that imposes
substantial direct compliance costs on
those communities, unless the Federal
government provides the funds
necessary to pay the direct compliance
costs incurred by the tribal
governments. If the mandate is
unfunded, EPA must provide OMB, in
a separately identified section of the
preamble to the rule, a description of
the extent of EPA’s prior consultation
with representatives of affected tribal
governments, a summary of the nature
of their concerns, and a statement
supporting the need to issue the
regulation. In addition, Executive Order
13084 requires EPA to develop an
effective process permitting elected and
other representatives of Indian tribal
governments “‘to provide meaningful
and timely input in the development of
regulatory policies on matters that
significantly or uniquely affect their
communities.”

Today'’s rule does not significantly or
uniquely affect the communities of
Indian tribal governments. This action
does not involve or impose any
requirements that affect Indian Tribes.
Accordingly, the requirements of
section 3(b) of Executive Order 13084
do not apply to this rule.

In addition, since tolerances and
exemptions that are established on the
basis of a petition under FFDCA section
408(d), such as the tolerances in this
final rule, do not require the issuance of
a proposed rule, the requirements of the
Regulatory Flexibility Act (RFA) (5
U.S.C. 601 et seq.) do not apply.
Nevertheless, the Agency has previously
assessed whether establishing
tolerances, exemptions from tolerances,
raising tolerance levels or expanding
exemptions might adversely impact
small entities and concluded, as a
generic matter, that there is no adverse
economic impact. The factual basis for
the Agency’s generic certification for
tolerance actions published on May 4,
1981 (46 FR 24950) and was provided
to the Chief Counsel for Advocacy of the
Small Business Administration.
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VIII. Submission to Congress and the
General Accounting Office

The Congressional Review Act, 5
U.S.C. 801 et seq., as added by the Small
Business Regulatory Enforcement
Fairness Act of 1996, generally provides
that before a rule may take effect, the
agency promulgating the rule must
submit a rule report, which includes a
copy of the rule, to each House of
Congress and to the Comptroller General
of the United States. EPA will submit a
report containing this rule and other
required information to the U.S. Senate,
the U.S. House of Representatives, and
the Comptroller General of the United
States prior to publication of the rule in
the Federal Register. This is not a
“major rule” as defined by 5 U.S.C.
804(2).

List of Subjects
40 CFR Part 180

Environmental protection,
Administrative practice and procedure,
Agricultural commodities, Pesticides
and pests, Reporting and recordkeeping
requirements.

40 CFR Part 185

Environmental protection, Food
additives, Pesticides and pests.

Dated: August 31, 1998.

James Jones,
Director, Registration Division, Office of
Pesticide Programs.

Therefore, 40 CFR chapter | is
amended as follows:

PART 180 — [AMENDED]

1. The authority citation for part 180
continues to read as follows:

Authority: 21 U.S.C. 346a and 371.

2. Section 180.489 is revised to read
as follows:

§180.489 Sulfosate (Sulfonium, trimethyl-
salt with N-(phosphonomethyl)glycine
(1:1)); tolerances for residues.

(a) General . Tolerances are
established for residues of the herbicide
sulfosate (sulfonium, trimethyl-salt with
N-(phosphonomethyl)glycine (1:1)) in or
on the following raw and processed
agricultural commodities:

Commodity

Parts per million

Commodity Parts per million

Commodity Parts per million

Almond, hulls (of which 1.00
no more than 0.30
ppm is
trimethylsulfonium
(TMS)).

Aspirated grain fractions
(of which no more
than 60 ppm is TMS).

Bananas (imported
only)a.

[OF 111[CH -1 A
Cattle, mbyp .......cceeene
Cattle, meat

Citrus fruit group ...........
Corn, field, forage

Corn, field and pop,
grain (of which no
more than 0.10 ppm
is TMS).

Corn, field and pop, sto-
ver (of which no more
than 0.20 ppm is
TMS).

Goats, mbyp ....cccccverenne
Goats, meat ...

Grape
Hogs, fat .....ccocevviveeenen.
Hogs, mbyp ....cccceeenee.
Hogs, meat ...................
Horses, fat ........ccceeveene
Horses, mbyp ................
Horses, meat .................

Poultry, fat ...,
Poultry, liver ..................

Poultry, mbyp (except
liver).

Poultry, meat .................

Prune (of which no more

than 0.05 ppm is
TMS).

Raisin (of which no
more than 0.05 ppm
is TMS).

Sheep, fat

Sheep, mbyp
Sheep, meat ..................

Soybean, forage (of
which no more than 1
ppm is TMS).

Soybean, hay (of which
no more than 2 ppm
is TMS).

Soybean, hulls (of which
no more than 2 ppm
is TMS).

Soybean, seed (of which
no more than 1 ppm
is TMS).

Stone fruit group ...........

210.00

0.05

0.10
1.00
0.20
0.05
0.10
0.20

0.30

0.02
0.10
1.00
0.20
0.10
0.10
1.00
0.20
0.10
1.00
0.20
0.20
0.05
0.05
0.10

0.05
0.20

0.20

0.10
1.0
0.20
2.0

5.0

7.0

3.0

0.05

Tree nut group .............. 0.05

aThere are no U.S. registrations as of the
date of publication of the tolerance in the FED-
ERAL REGISTER.

(b) Section 18 emergency exemptions.
[Reserved]

(c) Tolerances with regional
registrations. [Reserved]

(d) Indirect or inadvertent residues.
[Reserved]

PART 185 — [AMENDED]

1. The authority citation for part 185
continues to read as follows:
Authority: 21 U.S.C. 346a and 348.

§185.5375 [Removed]

2. By removing § 185.5375 Sulfonium,
trimethyl-salt with N-
(phosphonomethyl)glycine (1:1).

[FR Doc. 98-24468 Filed 9-10-98; 8:45 am]
BILLING CODE 6560-50-F

ENVIRONMENTAL PROTECTION
AGENCY

40 CFR Part 180
[OPP-300708; FRL 6026-5]
RIN 2070-AB78

Esfenvalerate; Pesticide Tolerance

AGENCY: Environmental Protection
Agency (EPA).
ACTION: Final rule.

SUMMARY: This regulation establishes
tolerances for residues of esfenvalerate,
((8)-cyano-(3-phenoxyphenyl)methyl
(S)-4-chloro-alpha-(1-methylethyl)
benzeneacetate in or on the raw
agricultural commodities mustard
greens at 5.0 parts per million (ppm),
kiwifruit at 0.5 ppm, globe artichoke at
1.0 ppm, and kohlrabi at 2.0 ppm.
Esfenvalerate is the S,S-isomer of
fenvalerate which consists of a racemic
mixture of four isomers (S,S;R,S;S,R;
and RR). Technical grade esfenvalerate,
Asana, the only fenvalerate formulation
sold in the United States for agricultural
use at this time, is enriched in the
insecticidally active S,S-isomer (84%).
Tolerance expressions for esfenvalerate
are based on the sum of all isomers. The
Interregional Research Project Number 4
(IR-4) requested this tolerance under the
Federal Food, Drug, and Cosmetic Act
(FFDCA), as amended by the Food
Quality Protection Act of 1996 (Pub. L.
104-170).
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DATES: This regulation is effective
September 11, 1998. Objections and
requests for hearings must be received
by EPA on or before November 10, 1998.
ADDRESSES: Written objections and
hearing requests, identified by the
docket control number, OPP-300708,
must be submitted to: Hearing Clerk
(1900), Environmental Protection
Agency, Rm. M3708, 401 M St., SW.,
Washington, DC 20460. Fees
accompanying objections and hearing
requests shall be labeled “Tolerance
Petition Fees” and forwarded to: EPA
Headquarters Accounting Operations
Branch, OPP (Tolerance Fees), P.O. Box
360277M, Pittsburgh, PA 15251. A copy
of any objections and hearing requests
filed with the Hearing Clerk identified
by the docket control number OPP—
300708, must also be submitted to:
Public Information and Records
Integrity Branch, Information Resources
and Services Division (7502C), Office of
Pesticide Programs, Environmental
Protection Agency, 401 M St., SW.,
Washington, DC 20460. In person, bring
a copy of objections and hearing
requests to Rm. 119, CM #2, 1921
Jefferson Davis Hwy., Arlington, VA.

A copy of objections and hearing
requests filed with the Hearing Clerk
may also be submitted electronically by
sending electronic mail (e-mail) to: opp-
docket@epamail.epa.gov. Copies of
objections and hearing requests must be
submitted as an ASCII file avoiding the
use of special characters and any form
of encryption. Copies of objections and
hearing requests will also be accepted
on disks in WordPerfect 5.1/6.1 or
ASCII file format. All copies of
objections and hearing requests in
electronic form must be identified by
the docket control number [OPP—
300708]. No Confidential Business
Information (CBI) should be submitted
through e-mail. Electronic copies of
objections and hearing requests on this
rule may be filed online at many Federal
Depository Libraries.

FOR FURTHER INFORMATION CONTACT: By
mail: Sidney Jackson, Registration
Division (7505C), Office of Pesticide
Programs, Environmental Protection
Agency, 401 M St., SW., Washington,
DC 20460. Office location, telephone
number, and e-mail address: CM #2,
1921 Jefferson Davis Hwy., Arlington,
VA, 703-305-7610; e-mail:
jackson.sidney@epamail.epa.gov.
SUPPLEMENTARY INFORMATION: In the
Federal Register of April 15, 1998 (63
FR 18411), (FRL 5781-9) EPA, issued a
notice pursuant to section 408 of the
FFDCA, 21 U.S.C. 346a(e) announcing
the filing of a pesticide petition for
tolerances by DuPont Agricultural

Products, Wilmington, Delaware. This
notice included a summary of the
petition prepared by DuPont
Agricultural Products, Wilmington,
Delaware, the registrant. There were no
comments received in response to the
notice of filing.

The petition requested that 40 CFR
180.533 be amended by establishing
tolerances for residues of the insecticide
esfenvalerate, ((S)-cyano-(3-
phenoxyphenyl)methyl (S)-4-chloro-
alpha-(1-methylethyl) benzeneacetate,
in or on the raw agricultural
commodities mustard greens at 5.0 parts
per million (ppm), kiwifruit at 0.5 ppm,
globe artichoke at 1.0 ppm, and kohlrabi
at 2.0 ppm.

I. Risk Assessment and Statutory
Findings

New section 408(b)(2)(A)(i) of the
FFDCA allows EPA to establish a
tolerance (the legal limit for a pesticide
chemical residue in or on a food) only
if EPA determines that the tolerance is
“safe.” Section 408(b)(2)(A)(ii) defines
‘“safe” to mean that “there is a
reasonable certainty that no harm will
result from aggregate exposure to the
pesticide chemical residue, including
all anticipated dietary exposures and all
other exposures for which there is
reliable information.” This includes
exposure through drinking water and in
residential settings, but does not include
occupational exposure. Section
408(b)(2)(C) requires EPA to give special
consideration to exposure of infants and
children to the pesticide chemical
residue in establishing a tolerance and
to “ensure that there is a reasonable
certainty that no harm will result to
infants and children from aggregate
exposure to the pesticide chemical
residue. . ..”

EPA performs a number of analyses to
determine the risks from aggregate
exposure to pesticide residues. First,
EPA determines the toxicity of
pesticides based primarily on
toxicological studies using laboratory
animals. These studies address many
adverse health effects, including (but
not limited to) reproductive effects,
developmental toxicity, toxicity to the
nervous system, and carcinogenicity.
Second, EPA examines exposure to the
pesticide through the diet (e.g., food and
drinking water) and through exposures
that occur as a result of pesticide use in
residential settings.

A. Toxicity

1. Threshold and non-threshold
effects. For many animal studies, a dose
response relationship can be
determined, which provides a dose that
causes adverse effects (threshold effects)

and doses causing no observed effects
(the ““no-observed effect level” or
“NOEL").

Once a study has been evaluated and
the observed effects have been
determined to be threshold effects, EPA
generally divides the NOEL from the
study with the lowest NOEL by an
uncertainty factor (usually 100 or more)
to determine the Reference Dose (RfD).
The RfD is a level at or below which
daily aggregate exposure over a lifetime
will not pose appreciable risks to
human health. An uncertainty factor
(sometimes called a “‘safety factor’’) of
100 is commonly used since it is
assumed that people may be up to 10
times more sensitive to pesticides than
the test animals, and that one person or
subgroup of the population (such as
infants and children) could be up to 10
times more sensitive to a pesticide than
another. In addition, EPA assesses the
potential risks to infants and children
based on the weight of the evidence of
the toxicology studies and determines
whether an additional uncertainty factor
is warranted. Thus, an aggregate daily
exposure to a pesticide residue at or
below the RfD (expressed as 100% or
less of the RfD) is generally considered
acceptable by EPA. EPA generally uses
the RfD to evaluate the chronic risks
posed by pesticide exposure. For shorter
term risks, EPA calculates a margin of
exposure (MOE) by dividing the
estimated human exposure into the
NOEL from the appropriate animal
study. Commonly, EPA finds MOEs
lower than 100 to be unacceptable. This
100-fold MOE is based on the same
rationale as the 100-fold uncertainty
factor.

Lifetime feeding studies in two
species of laboratory animals are
conducted to screen pesticides for
cancer effects. When evidence of
increased cancer is noted in these
studies, the Agency conducts a weight
of the evidence review of all relevant
toxicological data including short-term
and mutagenicity studies and structure
activity relationship. Once a pesticide
has been classified as a potential human
carcinogen, different types of risk
assessments (e.g., linear low dose
extrapolations or MOE calculation based
on the appropriate NOEL) will be
carried out based on the nature of the
carcinogenic response and the Agency’s
knowledge of its mode of action.

2. Differences in toxic effect due to
exposure duration. The toxicological
effects of a pesticide can vary with
different exposure durations. EPA
considers the entire toxicity data base,
and based on the effects seen for
different durations and routes of
exposure, determines which risk
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assessments should be done to assure
that the public is adequately protected
from any pesticide exposure scenario.
Both short and long durations of
exposure are always considered.
Typically, risk assessments include
“acute,” “short-term,” “‘intermediate
term,” and ‘““‘chronic’ risks. These
assessments are defined by the Agency
as follows.

Acute risk, by the Agency’s definition,
results from 1-day consumption of food
and water, and reflects toxicity which
could be expressed following a single
oral exposure to the pesticide residues.
High end exposure to food and water
residues are typically assumed.

Short-term risk results from exposure
to the pesticide for a period of 1-7 days,
and therefore overlaps with the acute
risk assessment. Historically, this risk
assessment was intended to address
primarily dermal and inhalation
exposure which could result, for
example, from residential pesticide
applications. However, since enaction of
FQPA, this assessment has been
expanded to include both dietary and
non-dietary sources of exposure, and
will typically consider exposure from
food, water, and residential uses when
reliable data are available. In this
assessment, risks from average food and
water exposure, and high-end
residential exposure, are aggregated.
High-end exposures from all three
sources are not typically added because
of the very low probability of this
occurring in most cases, and because the
other conservative assumptions built
into the assessment assure adequate
protection of public health. However,
for cases in which high-end exposure
can reasonably be expected from
multiple sources (e.g. frequent and
widespread homeowner use in a
specific geographical area), multiple
high-end risks will be aggregated and
presented as part of the comprehensive
risk assessment/characterization. Since
the toxicological endpoint considered in
this assessment reflects exposure over a
period of at least 7 days, an additional
degree of conservatism is built into the
assessment; i.e., the risk assessment
nominally covers 1-7 days exposure,
and the toxicological endpoint/NOEL is
selected to be adequate for at least 7
days of exposure. (Toxicity results at
lower levels when the dosing duration
is increased.)

Intermediate-term risk results from
exposure for 7 days to several months.
This assessment is handled in a manner
similar to the short-term risk
assessment.

Chronic risk assessment describes risk
which could result from several months
to a lifetime of exposure. For this

assessment, risks are aggregated
considering average exposure from all
sources for representative population
subgroups including infants and
children.

B. Aggregate Exposure

In examining aggregate exposure,
FFDCA section 408 requires that EPA
take into account available and reliable
information concerning exposure from
the pesticide residue in the food in
question, residues in other foods for
which there are tolerances, residues in
groundwater or surface water that is
consumed as drinking water, and other
non-occupational exposures through
pesticide use in gardens, lawns, or
buildings (residential and other indoor
uses). Dietary exposure to residues of a
pesticide in a food commodity are
estimated by multiplying the average
daily consumption of the food forms of
that commodity by the tolerance level or
the anticipated pesticide residue level.
The Theoretical Maximum Residue
Contribution (TMRC) is an estimate of
the level of residues consumed daily if
each food item contained pesticide
residues equal to the tolerance. In
evaluating food exposures, EPA takes
into account varying consumption
patterns of major identifiable subgroups
of consumers, including infants and
children. The TMRC is a ‘“‘worst case”
estimate since it is based on the
assumptions that food contains
pesticide residues at the tolerance level
and that 100% of the crop is treated by
pesticides that have established
tolerances. If the TMRC exceeds the RfD
or poses a lifetime cancer risk that is
greater than approximately one in a
million, EPA attempts to derive a more
accurate exposure estimate for the
pesticide by evaluating additional types
of information (anticipated residue data
and/or percent of crop treated data)
which show, generally, that pesticide
residues in most foods when they are
eaten are well below established
tolerances.

Percent of crop treated estimates are
derived from federal and private market
survey data. Typically, a range of
estimates are supplied and the upper
end of this range is assumed for the
exposure assessment. By using this
upper end estimate of percent of crop
treated, the Agency is reasonably certain
that exposure is not understated for any
significant subpopulation group.
Further, regional consumption
information is taken into account
through EPA’s computer-based model
for evaluating the exposure of
significant subpopulations including
several regional groups, to pesticide
residues. For this pesticide, the most

highly exposed population subgroup
was not regionally based.

I1. Aggregate Risk Assessment and
Determination of Safety

Consistent with section 408(b)(2)(D),
EPA has reviewed the available
scientific data and other relevant
information in support of this action,
EPA has sufficient data to assess the
hazards of esfenvalerate and to make a
determination on aggregate exposure,
consistent with section 408(b)(2), for
tolerances for residues of esfenvalerate
(S,S; R,S; S,R; and R,R isomers) in or on
the raw agricultural commodities
mustard greens at 5 ppm, kiwifruit at
0.5 ppm, globe artichoke at 1.0 ppm,
and kohlrabi at 2.0 ppm. EPA’s
assessment of the dietary exposures and
risks associated with establishing the
tolerances follows.

A. Toxicological Profile

EPA has evaluated the available
toxicity data and considered its validity,
completeness, and reliability as well as
the relationship of the results of the
studies to human risk. EPA has also
considered available information
concerning the variability of the
sensitivities of major identifiable
subgroups of consumers, including
infants and children. The nature of the
toxic effects caused by esfenvalerate are
discussed below.

1. Acute toxicity. A battery of acute
toxicity studies places technical
esfenvalerate in Toxicity category Il for
acute oral lethal dose LDsg at 87.2
milligrams/kilogram (mg/kg), Category
111 for acute dermal LDsg > 2000 mg/kg
and primary eye irritation, and Category
IV for primary skin irritation.
Esfenvalerate is a non-sensitizer. Acute
inhalation on technical grade active
ingredient is waived due to negligible
vapor pressure. The Acute Delayed
Neurotoxicity (Guideline 81-8) remains
a data gap.

2. Genotoxicity—i. In a reverse gene
mutation assay in bacteria, S.
typhimurium and Escherichia coli were
exposed to fenvalerate in DMSO at
concentrations of 15, 50, 150, 500,
1,500, or 5,000 micrograms (pg)/plate in
the presence and absence of mammalian
metabolic activation (S9-mix). There
was no evidence of induced mutant
colonies over background.

ii. In a mammalian cell gene mutation
assay at the HGPRT locus, Chinese
hamster V79 cells cultured in vitro were
exposed to fenvalerate in DMSO at
concentrations of 12.6, 42, 126, 420 g/
ml in the presence of mammalian
metabolic activation (S9-mix) and at
concentrations of 4.2, 12.6, 42, 126 ug/
milliliter (ml) in the absence of S9-mix.
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There was no evidence of induced
mutant colonies over background. In
Chinese hamster lung fibroblasts (V79
cells) forward gene mutation assay the
test was negative up to cytotoxic and/or
precipitating levels 126 pg/ml in the
absence of metabolic activation -S9; 420
pg/ml in the presence of metabolic
activation +S9).

iii. In a mammalian cell cytogenetics
chromosomal aberration assay CHO-K1
cell cultures were exposed to
fenvalerate in DMSO at concentrations
of 4.2 pg/ml, 8.4 pug/ml, 21 pug/ml, 42 pg/
ml respectively without exogenous
metabolic activation (S9-mix) and at
concentrations of 21 pug/ml, 42 pg/ml, 84
pg/ml, 210 pg/ml respectively with S9-
mix. There was no evidence of a
significant induction of chromosomal
aberrations or polyploid cells over
background.

iv. A mouse micronucleus assay was
negative in male ICR mice up to the
highest dose tested (HDT) (150 mg/kg)
administered by intraperitoneal
injection. Since there appears to be no
sex specific difference in the toxicity of
esfenvalerate, the use of males only is
justifiable. No overt toxicity was
observed, but suggestive evidence of
bone marrow cytotoxicity was seen 48
hours post-administration at the highest
dose level tested.

v. Other genetic toxicology studies
submitted on racemic fenvalerate
indicate that the mixture containing
equal parts of the four stereoisomers is
not mutagenic in bacteria. The racemic
mixture was also negative in a mouse
host mediated assay and in a mouse
dominant lethal assay.

3. Reproductive and developmental
toxicity—i. Esfenvalerate was
administered to female rats at doses of
0,2.5, 5.0, 10.0 or 20.0 mg/kg/day from
gestation days 6 through 15 (pilot study
doses were 1.0, 2.0, 3.0, 4.0, 5.0 and 20
mg/kg/day). The Lowest Observed Effect
Level (LOEL) is 2.5 mg/kg/day based on
behavioral/Central Nervous System
(CNS) clinical signs. The NOEL for
maternal toxicity is 2.0 mg/kg/day (from
the pilot study). There was no evidence
of developmental toxicity at any dose.
The NOEL is 20 mg/kg/day, the highest
dose tested.

ii. Esfenvalerate was administered to
rabbits at doses of 0, 3.0, 10.0 or 20.0
mg/kg/day from gestation days 7
through 19 (pilot study doses were 0,
2.0,3.0,4.0, 4.5, 5.0 or 20.0 mg/kg/day).
The LOEL is 3.0 mg/kg/day based on
behavioral/CNS clinical signs. The
NOEL is 2.0 mg/kg/day (from the pilot
study). There was no evidence of
developmental toxicity at any dose. The
LOEL is greater than 20.0 mg/kg/day.

The NOEL is equal to or greater than
20.0 mg/kg/day, the HDT.

iii. In a 2-generation reproduction
toxicity study in rats esfenvalerate was
administered to rats at dose levels of 0,
3.75,5.0,17.5 and 35.0/17.5 mg/kg/day.
The LOEL for parental toxicity is 3.75
mg/kg/day based on decreases in mean
body weights of F; females and an
increased incidence of skin lesions. The
NOEL could not be determined. The
LOEL for reproductive toxicity is 5.0
mg/kg/day based on decreases in F1 pup
weights on day 21 of lactation;
decreases in litter size and F, pup
weights and an increased incidence of
subcutaneous hemorrhage. The NOEL is
3.75 mg/kg/day.

4. Subchronic toxicity. i. In a 90-day
feeding study, rats were administered 0O,
4.7, 6.2, 7.8 or 18.7 mg/kg/day of
esfenvalerate. The LOEL is 18.7 mg/kg/
day based on neurological dysfunction.
The NOEL is 7.8 mg/kg/day.

ii. In another 90—day feeding study,
rats were administered 0, 5, 15, 30 or 50
mg/kg/day of esfenvalerate. The LOEL is
15 mg/kg/day based on neurological
dysfunction. The NOEL is 5 mg/kg/day.

iii. Esfenvalerate was administered to
mice at dose levels of 0, 10.5, 30.5 or
106 mg/kg/day (male) and 0, 12.6, 36.8
or 113 mg/kg/day (female). The LOEL
for esfenvalerate is 106 mg/kg/day. The
NOEL is 30.5 mg/kg/day.

5. Chronic toxicity—i. In a 21-day
probe for a 1 year feeding study 2 male
and 2 female beagles were administered
0, 2.80, 6.40 or 9.38 mg/kg/day in males
and 0, 2.25, 7.37 or 8.50 mg/kg/day of
esfenvalerate. The LOEL was
determined to be 6.40 mg/kg/day based
on nervous system involvement and
decreases in body weight and food
consumption. The NOEL is 2.25 mg/kg/
day.

ii. In a 1-year feeding study, 6 male
and 6 female beagles/group were
administered 0, 0.68, 1.36 or 5.29 mg/
kg/day esfenvalerate. The LOEL was
determined to be 6.40 mg/kg/day based
on nervous system involvement and
decreases in body weight and food
consumption. The NOEL was
determined to be 5.29 mg/kg/day. These
studies are acceptable and satisfies the
requirement for a guideline series 83-1b
chronic feeding study in dogs.

6. Chronic/carcinogenicity toxicity—i.
In a chronic/carcinogenicity feeding
study, rats were administered 0.050,
0.25, 1.25 or 12.5 mg/kg/day of
fenvalerate in the diet for 2 years. The
LOEL was greater than or equal to 12.5
mg/kg/day. There was no increase in
tumors at 12.5 mg/kg/day. The NOEL
was determined to be 12.5 mg/kg/day
the highest dose tested (HDT) in the 2
year study. The study is supplementary

and does not satisfy the requirement for
a guideline series 83-5 combined
chronic/carcinogenicity study in rats.

ii. In a lifetime feeding study, rats
were administered 0 or 50.0 mg/kg/day
of fenvalerate in the diet. Spindle cell
sarcomas were produced in male rats
only. The LOEL was 50.0 mg/kg/day
based on loss of weight and neurological
effects. The NOEL was 12.5 mg/kg/day
as determined in the 2—year rat chronic/
carcinogenicity feeding study above.

The conclusion that fenvalerate is
associated with the production of
spindle cell sarcomas was later retracted
by EPA. The study is supplementary
and does not satisfy the requirement for
a guideline series 83-5 combined
chronic/ carcinogenicity study in rats.
When taken together with chronic/
carcinogenicity feeding study, the
guideline requirement for a 83-2a,
cancer study in the rat is satisfied.

iii. In a 2—year feeding study mice
were administered 0, 1.5, 7.5, 38.0 or
187.5 mg/kg/day fenvalerate in the diet.
The LOEL was 7.5 mg/kg/day based on
granulomatous changes (related to
fenvalerate only, not esfenvalerate). The
NOEL was 1.5 mg/kg/day. This study
satisfies the requirement for combined
chronic feeding carcinogenicity study in
mice.

iv. In an 18-month feeding study,
mice were fed 0, 15.0, 45.0, 150.0 or
450.0 mg/kg/day of fenvalerate in the
diet. The LOEL is 45.0 mg/kg/day based
on granulomatous changes in the liver
and spleen. The NOEL is 15.0 mg/kg/
day. No carcinogenicity was observed.

v. In a life span feeding study, mice
were administered 0, 1.5, 4.5, 15.0 or
45.0 mg/kg/day of fenvalerate in the
diet. The LOEL was determined to be 15
mg/kg/day based on the granulomatous
lesions observed and on the change in
hematological parameters. Fenvalerate
was determined not to be carcinogenic
in the specific test strain of the mouse.
The NOEL was determined to be 3.48
mg/kg/day.

The following studies are considered
data gaps in the toxicology data base:
general metabolism, 21 day dermal,
dermal penetration, and acute and
subchronic 90-day neurotoxicity.
Developmental neurotoxicity data
requirements are reserved as an upper
tier study which would only be required
if effects in the acute and subchronic
studies indicate concerns for increased
sensitivity of the infant or neonate.
Although these data are lacking EPA has
sufficient toxicity data to support these
tolerances and these additional studies
are not expected to significantly change
its risk assessment. These studies will
be required under a special Data Call-In
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letter pursuant to section 3 (c)(2)(B) of
FIFRA.

B. Toxicological Endpoints

1. Acute toxicity. EPA has established
an NOEL of 2.0 mg/kg/day through the
dietary route in rat and rabbit
developmental studies. This NOEL is
based on behavioral and central nervous
system clinical signs. A MOE of 100 is
required.

2. Short - and intermediate - term
toxicity. To assess risk from (nonfood)
short and intermediate term dermal
exposure, EPA has established a NOEL
of 2.0 mg/kg/day from the rat and rabbit
developmental studies. No dermal
penetration/absorption study is
available and the NOEL incorporates a
25% dermal absorption based on the
weight-of-evidence available for
structurally related pyrethroids.

This NOEL is based on behavioral and
central nervous system clinical signs.
For exposure via inhalation the Agency
used an oral NOEL of 2.0 mg/kg/day and
assumed 100% absorption (based on the
2 mg/kg/day used for the dermal risk
assessment since no appropriate
inhalation toxicity studies are
available).

3. Chronic toxicity. EPA has
established the RfD for esfenvalerate
ester at 0.02 mg/kg/day. This RfD is
based on a NOEL of 2.0 mg/kg/day
through the dietary exposure route in
developmental study in rat. The NOEL
is based on behavioral changes and
clinical signs of neurotoxicity. This RFD
is based on an uncertainty factor of 100.

4. Carcinogenicity. Esfenvalerate is
classified as a Group E. There is no
evidence of carcinogenicity in either
rats or mice.

C. Exposures and Risks

1. From food and feed uses.
Tolerances have been established (40
CFR 180.533) for the residues of
fenvalerate in or on a variety of raw
agricultural commodities. EPA notes
that the acute dietary risk assessments
used Monte Carlo modeling (in
accordance with Tier 3 of EPA June
1996 “‘Acute Dietary Exposure
Assessment” guidance document)
incorporating anticipated residues and
percent of crop treated refinements.
Field trial data and FDA monitoring
data were used to generate anticipated
residues or residue distribution for
Monte Carlo analyses. Chronic dietary
risk assessments used anticipated
residues and percent crop treated
refinements.

Risk assessments were conducted by
EPA to assess dietary exposures and
risks from esfenvalerate as follows:

i. Acute exposure and risk. Acute
dietary risk assessments are performed
for a food-use pesticide if a toxicological
study has indicated the possibility of an
effect of concern occurring as a result of
a one day or single exposure. The NOEL
used for the acute dietary exposure was
2.0 mg/kg/day. Potential acute
exposures from food commodities were
estimated using a Tier 3 acute dietary
risk assessment (Monte Carlo Analysis).
The MOEs (99.9th percentile) for the
U.S. population based on an acute
dietary exposure of 0.011717 mg/kg/day
are 171. For children 1-6 years old
(most highly exposed population) the
MOEs based on an acute dietary
exposure of 0.019445 mg/kg/day are
103. The Agency has no cause for
concern if total acute exposure
calculated for the 99.9th percentile
yields an MOE of 100 or larger.

ii. Chronic exposure and risk.
Potential chronic exposures were
estimated using NOVIGEN’s DEEM
(Dietary Exposure Evaluation Model).
The RfD used for the chronic dietary
analysis is 0.02 mg/kg/day. Using
tolerance values and anticipated
residues discussed above the risk
assessment resulted in use of 1.9% of
the RfD for the general U.S. population
and 4.6% of the RfD for children 1-6
years.

Section 408(b)(2)(E) authorizes EPA to
consider available data and information
on the anticipated residue levels of
pesticide residues in food and the actual
levels of pesticide chemicals that have
been measured in food. If EPA relies on
such information, EPA must require that
data be provided 5 years after the
tolerance is established, modified, or
left in effect, demonstrating that the
levels in food are not above the levels
anticipated. Following the initial data
submission, EPA is authorized to
require similar data on a time frame it
deems appropriate. Section 408(b)(2)(F)
allows the Agency to use data on the
actual percent of crop treated when
establishing a tolerance only where the
Agency can make the following
findings: (1) that the data used are
reliable and provide a valid basis for
showing the percentage of food derived
from a crop that is likely to contain
residues;(2) that the exposure estimate
does not underestimate the exposure for
any significant subpopulation and; (3)
where data on regional pesticide use
and food consumption are available,
that the exposure estimate does not
understate exposure for any regional
population. In addition, the Agency
must provide for periodic evaluation of
any estimates used.

The percent of crop treated estimates
for esfenvalerate were derived from

federal and market survey data. EPA
considers these data reliable. A range of
estimates are supplied by these data and
the upper end of this range was used for
the exposure assessment. By using this
upper end of estimate of percent crop
treated, the agency is reasonably certain
that exposure is not underestimated for
any significant subpopulation. Further,
regional consumption information is
taken into account through EPA’s
computer-based model for evaluating
the exposure of significant
subpopulations including several
regional groups. Review of these
regional data allows the Agency to be
reasonably certain that no regional
population is exposed to residue levels
higher than those estimated by the
Agency. To meet the requirement for
data on anticipated residues, EPA will
issue a Data Call-In (DCI) notice
pursuant to FFDCA section 408(f)
requiring submission of data on
anticipated residues in conjunction with
approval of the registration under the
FIFRA.

2. From drinking water. Esfenvalerate
is immobile in soil and will not leach
into groundwater. Additionally, due to
their insolubility and lipophilic nature,
any residues in surface water will
rapidly and tightly bind to soil particles
and remain with sediment. A screening
evaluation of leaching potential of a
typical potential of a typical pyrethroid
was conducted using EPA’s Pesticide
Root Zone Model (PRZM1). Based on
this screening assessment, the potential
concentrations of a pyrethroid in ground
water at depths of 1 and 2 meters are
essentially zero (much less than 0.001
parts per billion). Therefore, EPA
concludes that residues are not expected
to occur in drinking water.

i. Acute exposure and risk. Acute
drinking water exposure is estimated for
the U.S. population to be 0.000039 mg/
kg/day with an MOE of 51,743. For non-
nursing infants less than 1 year old the
exposure is 0.000074 with a MOE of
27,042.

ii. Chronic exposure and risk. Chronic
drinking water exposure is estimated for
the U.S. population to be 0.000001 mg/
kg/day and for the non-nursing infants
0.000005 mg/kg/day. Less than 0.1% of
the RfD is occupied by both population
groups.

3. From non-dietary exposure.
Esfenvalerate is currently registered for
use on the following residential non-
food sites: spray treatments in and
around commercial and residential
areas, treatments for control of
ectoparasites on pets, home care
products including foggers, pressurized
sprays, crack and crevice treatments,
lawn and garden sprays, and pet and pet
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bedding sprays. For the non-agricultural
products, the very low amounts of
active ingredient they contain,
combined with the low vapor pressure
(1.5 x 10-°* mm Mercury at 25 °C) and
low dermal penetration, would result in
minimal inhalation and dermal
exposure. Individual non-dietary risk
exposure analyses were conducted
using a flea infestation scenario that
included pet spray, carpet and room
treatment, and lawn care, respectively.
4. Short- and intermediate-term
exposure and risk. Short- and
intermediate-term exposure and risk.
The total aggregate non-dietary exposure
including lawn, carpet, and pet uses
(mg/kg/day) are: 0.000023 for adults;
0.00129 for children aged 1-6 years; and
0.00138 for infants less than 1 year old.
It should be noted that carpet uses are
considered short and intermediate term
exposures because available data
indicate that esfenvalerate dissipates
over time and is thus unavailable to
contribute as chronic exposure and risk.
For the adults, children aged 1-6
years, and infants less than 1 year old
subgroups discussed above, the MOE is
> 87,000, 1,500, and 1,400, respectively.
Based on potential non-dietary exposure
for esfenvalerate from existing product
uses as discussed above, it can be
concluded that non-dietary risk is well
below levels of concern to the Agency.
5. Cumulative exposure to substances
with common mechanism of toxicity.
Section 408(b)(2)(D)(v) requires that,
when considering whether to establish,
modify, or revoke a tolerance, the
Agency consider “available
information’ concerning the cumulative
effects of a particular pesticide’s
residues and ‘‘other substances that
have a common mechanism of toxicity.”
The Agency believes that “‘available
information” in this context might
include not only toxicity, chemistry,
and exposure data, but also scientific
policies and methodologies for
understanding common mechanisms of
toxicity and conducting cumulative risk
assessments. For most pesticides,
although the Agency has some
information in its files that may turn out
to be helpful in eventually determining
whether a pesticide shares a common
mechanism of toxicity with any other
substances, EPA does not at this time
have the methodologies to resolve the
complex scientific issues concerning
common mechanism of toxicity in a
meaningful way. EPA has begun a pilot
process to study this issue further
through the examination of particular
classes of pesticides. The Agency hopes
that the results of this pilot process will
increase the Agency’s scientific
understanding of this question such that

EPA will be able to develop and apply
scientific principles for better
determining which chemicals have a
common mechanism of toxicity and
evaluating the cumulative effects of
such chemicals. The Agency anticipates,
however, that even as its understanding
of the science of common mechanisms
increases, decisions on specific classes
of chemicals will be heavily dependent
on chemical specific data, much of
which may not be presently available.

Although at present the Agency does
not know how to apply the information
in its files concerning common
mechanism issues to most risk
assessments, there are pesticides as to
which the common mechanism issues
can be resolved. These pesticides
include pesticides that are
toxicologically dissimilar to existing
chemical substances (in which case the
Agency can conclude that it is unlikely
that a pesticide shares a common
mechanism of activity with other
substances) and pesticides that produce
a common toxic metabolite (in which
case common mechanism of activity
will be assumed).

EPA does not have, at this time,
available data to determine whether
esfenvalerate has a common mechanism
of toxicity with other substances or how
to include this pesticide in a cumulative
risk assessment. Unlike other pesticides
for which EPA has followed a
cumulative risk approach based on a
common mechanism of toxicity,
esfenvalerate does not appear to
produce a toxic metabolite produced by
other substances. For the purposes of
this tolerance action, therefore, EPA has
not assumed that esfenvalerate has a
common mechanism of toxicity with
other substances.

D. Aggregate Risks and Determination of
Safety for U.S. Population

1. Acute risk. The acute aggregate risk
assessment takes into account exposure
from food and drinking water. The
potential acute exposure from food and
drinking water to the overall U.S.
population provides an acute dietary
exposure of 0.011756 mg/kg/day with
an MOE of 170. This acute dietary
exposure estimate is considered
conservative, using anticipated residue
values and percent crop-treated data in
conjunction with Monte Carlo analysis.

2. Chronic risk. Using the ARC
exposure assumptions described above,
EPA has concluded that aggregate
exposure to esfenvalerate will utilize
1.9% of the RfD for the U.S. population.
The major identifiable subgroup with
the highest aggregate exposure is
children 1 — 6 years. EPA generally has
no concern for exposures below 100%

of the RfD because the RfD represents
the level at or below which daily
aggregate dietary exposure over a
lifetime will not pose appreciable risks
to human health.

3. Short- and intermediate-term risk.
Short- and intermediate-term aggregate
exposure takes into account chronic
dietary food and water (considered to be
a background exposure level) plus
indoor and outdoor residential
exposure. The potential short- and
intermediate-term aggregate risk for the
U.S. population is an exposure of 0.0082
mg/kg/day with an MOE of 244.

4. Conclusion. EPA concludes that
there is reasonable certainty that no
harm will result from acute, chronic or
short- and intermediate-term aggregate
exposure to esfenvalerate residues.

5. Aggregate cancer risk for U.S.
population. Esfenvalerate is classified as
a Group E carcinogen - no evidence of
carcinogenicity in rats or mice.
Therefore, a carcinogenicity risk
analysis is not required. Based on
available adequate data, EPA believes
that approved use of this pesticide does
not pose a significant cancer risk.

E. Aggregate Risks and Determination of
Safety for Infants and Children

1. Safety factor for infants and
children.—i. In general. In assessing the
potential for additional sensitivity of
infants and children to residues of
esfenvalerate, EPA considered data from
developmental toxicity studies in the rat
and rabbit and a 2-generation
reproduction study in the rat. The
developmental toxicity studies are
designed to evaluate adverse effects on
the developing organism resulting from
maternal pesticide exposure gestation.
Reproduction studies provide
information relating to effects from
exposure to the pesticide on the
reproductive capability of mating
animals and data on systemic toxicity.

FFDCA section 408 provides that EPA
shall apply an additional tenfold margin
of safety for infants and children in the
case of threshold effects to account for
pre-and post-natal toxicity and the
completeness of the database unless
EPA determines that a different margin
of safety will be safe for infants and
children. Margins of safety are
incorporated into EPA risk assessments
either directly through use of a MOE
analysis or through using uncertainty
(safety) factors in calculating a dose
level that poses no appreciable risk to
humans. EPA believes that reliable data
support using the standard uncertainty
factor (usually 100 for combined inter-
and intra-species variability) and not the
additional tenfold MOE/uncertainty
factor when EPA has a complete data
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base under existing guidelines and
when the severity of the effect in infants
or children or the potency or unusual
toxic properties of a compound do not
raise concerns regarding the adequacy of
the standard MOE/safety factor.

ii. Developmental toxicity studies. In
both prenatal developmental toxicity
studies in rats and rabbits, there is no
evidence of developmental toxicity at a
dose up to 20 mg/kg/day. Maternal
clinical neurotoxicity (based on
behavioral and central nervous system
clinical signs) was observed at a dose as
low as 2.5 or 3.0 mg/kg/day for rats and
rabbits, respectively. The maternal
NOEL was 2.0 mg/kg/day.

iii. Reproductive toxicity study. In the
2-generation reproduction study in rats,
offspring toxicity was observed only at
dietary levels which were also found to
be toxic to parental animals. The LOEL
was 5.1 mg/kg/day based on decrease in
mean body weights of females and
increased incidence of dermal lesions.
The NOEL for parental systemic toxicity
was not determined. Effects on the
offspring, including decreased pup
weights in both generations during early
and/or late lactation, decreased litter
size, and increased incidence of
subcutaneous hemorrhage, were
observed at dietary levels of 6.70 mg/kg/
day and above, with a NOEL of 5.1 mg/
kg/day.

iv. Pre- and post-natal sensitivity.
There is no evidence of additional
sensitivity to young rats or rabbits
following pre- or postnatal exposure to
esfenvalerate.

v. Conclusion. From available
adequate data, there is no indication
that the developing fetus or neonate is
more sensitive than adult animals. No
developmental neurotoxicity studies are
being required at this time. A
developmental neurotoxicity data
requirement is an upper tier study and
required only if effects observed in the
acute and 90—day neurotoxicity studies
indicate concerns for frank neuropathy
or alterations seen in the fetal nervous
system in the developmental and
reproductive toxicology studies. The
FQPA conditional requirement of an
additional tenfold margin of safety for
pesticide residues be applied for infants
and children to take into account
potential pre-and post-natal toxicity was
not imposed in this case. The Agency
believes that reliable data support use of
the standard 100-fold uncertainty factor,
and that an additional ten-fold (10x)
uncertainty factor is not needed to
protect the safety of infants and
children.

2. Acute risk. The potential acute
exposure from food and drinking water
to the most sensitive population

subgroup, children 1-6 years old is
0.019477 mg/kg/day with an MOE of
103. The Agency has no cause for
concern if total acute exposure
calculated for the 99.9th percentile
yields a MOE of 100 or larger.

3. Chronic risk. Using the
conservative exposure assumptions
described above, EPA has concluded
that aggregate exposure to esfenvalerate
from food and drinking water will
utilize 4.6% of the RfD for children 1—

6 years old, the most sensitive
population subgroup based on a dietary
exposure of 0.000912 mg/kg/day. EPA
generally has no concern for exposures
below 100% of the RfD because the RfD
represents the level at or below which
daily aggregate dietary exposure over a
lifetime will not pose appreciable risks
to human health. Despite the potential
for exposure to esfenvalerate in drinking
water and from non-dietary, non-
occupational exposure, EPA does not
expect the aggregate exposure to exceed
100% of the RfD.

4. Short- or intermediate-term risk.
EPA has concluded that potential short-
or intermediate -term aggregate
exposure of esfenvalerate from chronic
dietary food and water (considered to be
a background exposure level) plus
indoor and outdoor residential exposure
to children (1-6 years old) is 0.0113 mg/
kg/day with an MOE of 177. For infants
(less than 1 year old) the exposure is
0.0098 mg/kg/day with an MOE of 204.
The Agency is not generally concerned
for exposures where the MOE value is
greater than 100.

EPA concludes that there is a
reasonable certainty that no harm will
result to infants and children from
aggregate exposure to esfenvalerate
residues.

5. Special docket. The complete acute
and chronic exposure analyses
(including dietary, non-dietary, drinking
water, and residential exposure, and
analysis of exposure to infants and
children) used for risk assessment
purposes can be found in the Special
Docket for the FQPA under the title
“Risk Assessment for Extension of
Tolerances for Synthetic Pyrethroids.”
Further explanation regarding EPA’s
decision regarding the additional safety
factor can also be found in the Special
Docket.

6. Endocrine disrupter effects. EPA is
required to develop a screening program
to determine whether certain substances
(including all pesticides and inerts)
““may have an effect in humans that is
similar to an effect produced by a
naturally occurring estrogen, or such
other endocrine effect...” The Agency is
currently working with interested
stakeholders, including other

government agencies, public interest
groups, industry and research scientists
in developing a screening and testing
program and a priority setting scheme to
implement this program. Congress has
allowed 3 years from the passage of
FQPA (August 3, 1999) to implement
this program. At that time, EPA may
require further testing of this active
ingredient and end use products for
endocrine disrupter effects.

I11. Other Considerations
A. Metabolism In Plants and Animals

The nature of the residue in plants
and animals is adequately defined. EPA
has concluded that the qualitative
nature of the residue is the same for
both fenvalerate and esfenvalerate. The
residue to be regulated is fenvalerate:
the S,S; R,S; S,R; and R,R isomers.

B. Analytical Enforcement Methodology

There is a practical analytical method
utilizing electron-capture gas
chromatography with nitrogen
phosphorous detection available for
enforcement with a limit of detection
that allows monitoring food with
residues at or above tolerance levels.
The limit of detection for the updated
method is the same as that of the current
PAM Il method, which is 0.01 ppm .

C. Magnitude of Residues

Tolerances are based on the sum of all
isomers of fenvalerate. Fenvalerate is a
racemic mixture of four isomers about
25% each. This product was registered
as Pydrin®. However since 1992, an S,S-
isomer enriched formulation, Asana
(esfenvalerate), has been the only
fenvalerate formulation sold in the
United States for agricultural use. Since
the S,S-isomer is the insecticidally
active isomer, the use rate for Asana® is
four times lower than that for Pydrin®.
A petition is pending (PP 4F4329), to
convert tolerances (still to be expressed
as the sum of all isomers) based on the
use rates for Asana®. Bridging residue
studies have shown AsanaC residues to
be 3—4 times lower than Pydrin
residues. Available residue data support
the tolerance levels being established by
this Notice.

D. International Residue Limits

There are no Codex maximum residue
levels (MRL’s) for esfenvalerate on crops
that are the subject of this notice. MRLs
have been established for the related
compound, fenvalerate, on a number of
crops that also have U. S. tolerances.
Use rate and isomer pesticidal activity
are among factors that effect residue
levels. The Agency will fully evaluate
MRL values for all permanent tolerances
when pesticides are reregistered.
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IV. Conclusion

Therefore, the tolerances are
established for residues of esfenvalerate,
((S)-cyano-(3-phenoxyphenyl)methyl
(S)-4-chloro-alpha-(1-methylethyl)
benzeneacetate and the S,S; R,S; S|R;
and R,R isomers in or on the raw
agricultural commodities mustard
greens at 5.0 parts per million (ppm),
kiwifruit at 0.5 ppm, globe artichoke at
1.0 ppm, and kohlrabi at 2.0 ppm.

V. Objections and Hearing Requests

The new FFDCA section 408(g)
provides essentially the same process
for persons to *‘object” to a tolerance
regulation issued by EPA under new
section 408(e) and (I)(6) as was provided
in the old section 408 and in section
409. However, the period for filing
objections is 60 days, rather than 30
days. EPA currently has procedural
regulations which govern the
submission of objections and hearing
requests. These regulations will require
some modification to reflect the new
law. However, until those modifications
can be made, EPA will continue to use
those procedural regulations with
appropriate adjustments to reflect the
new law.

Any person may, by November 10,
1998, file written objections to any
aspect of this regulation and may also
request a hearing on those objections.
Objections and hearing requests must be
filed with the Hearing Clerk, at the
address given above (40 CFR 178.20). A
copy of the objections and/or hearing
requests filed with the Hearing Clerk
should be submitted to the OPP docket
for this rulemaking. The objections
submitted must specify the provisions
of the regulation deemed objectionable
and the grounds for the objections (40
CFR 178.25). Each objection must be
accompanied by the fee prescribed by
40 CFR 180.33(i). If a hearing is
requested, the objections must include a
statement of the factual issues on which
a hearing is requested, the requestor’s
contentions on such issues, and a
summary of any evidence relied upon
by the requestor (40 CFR 178.27). A
request for a hearing will be granted if
the Administrator determines that the
material submitted shows the following:
There is genuine and substantial issue
of fact; there is a reasonable possibility
that available evidence identified by the
requestor would, if established, resolve
one or more of such issues in favor of
the requestor, taking into account
uncontested claims or facts to the
contrary; and resolution of the factual
issues in the manner sought by the
requestor would be adequate to justify
the action requested (40 CFR 178.32).

Information submitted in connection
with an objection or hearing request
may be claimed confidential by marking
any part or all of that information as
CBI. Information so marked will not be
disclosed except in accordance with
procedures set forth in 40 CFR part 2.
A copy of the information that does not
contain CBI must be submitted for
inclusion in the public record.
Information not marked confidential
may be disclosed publicly by EPA
without prior notice.

VI. Public Record and Electronic
Submissions

EPA has established a record for this
rulemaking under docket control
number OPP-300708 (including any
comments and data submitted
electronically). A public version of this
record, including printed, paper
versions of electronic comments, which
does not include any information
claimed as CBI, is available for
inspection from 8:30 a.m. to 4 p.m.,
Monday through Friday, excluding legal
holidays. The public record is located in
Room 119 of the Public Information and
Records Integrity Branch, Information
Resources and Services Division
(7502C), Office of Pesticide Programs,
Environmental Protection Agency,
Crystal Mall #2, 1921 Jefferson Davis
Highway, Arlington, VA.

Electronic comments may be sent
directly to EPA at:

opp-docket@epamail.epa.gov.

Electronic comments must be
submitted as an ASCII file avoiding the
use of special characters and any form
of encryption.

The official record for this
rulemaking, as well as the public
version, as described above will be kept
in paper form. Accordingly, EPA will
transfer any copies of objections and
hearing requests received electronically
into printed, paper form as they are
received and will place the paper copies
in the official rulemaking record which
will also include all comments
submitted directly in writing. The
official rulemaking record is the paper
record maintained at the Virginia
address in “ADDRESSES” at the
beginning of this document.

VII. Regulatory Assessment
Requirements

A. Certain Acts and Executive Orders

This final rule establishes tolerances
under FFDCA section 408(d) in
response to a petition submitted to the
Agency. The Office of Management and
Budget (OMB) has exempted these types
of actions from review under Executive

Order 12866, entitled Regulatory
Planning and Review (58 FR 51735,
October 4, 1993). This final rule does
not contain any information collections
subject to OMB approval under the
Paperwork Reduction Act (PRA), 44
U.S.C. 3501 et seq., or impose any
enforceable duty or contain any
unfunded mandate as described under
Title Il of the Unfunded Mandates
Reform Act of 1995 (UMRA) (Pub. L.
104-4). Nor does it require any prior
consultation as specified by Executive
Order 12875, entitled Enhancing the
Intergovernmental Partnership (58 FR
58093, October 28, 1993), or special
considerations as required by Executive
Order 12898, entitled Federal Actions to
Address Environmental Justice in
Minority Populations and Low-Income
Populations (59 FR 7629, February 16,
1994), or require OMB review in
accordance with Executive Order 13045,
entitled Protection of Children from
Environmental Health Risks and Safety
Risks (62 FR 19885, April 23, 1997).

B. Executive Order 12875

Under Executive Order 12875,
entitled Enhancing Intergovernmental
Partnerships (58 FR 58093, October 28,
1993), EPA may not issue a regulation
that is not required by statute and that
creates a mandate upon a State, local or
tribal government, unless the Federal
government provides the funds
necessary to pay the direct compliance
costs incurred by those governments. If
the mandate is unfunded, EPA must
provide to the Office of Management
and Budget (OMB) a description of the
extent of EPA’s prior consultation with
representatives of affected State, local
and tribal governments, the nature of
their concerns, copies of any written
communications from the governments,
and a statement supporting the need to
issue the regulation. In addition,
Executive Order 12875 requires EPA to
develop an effective process permitting
elected officials and other
representatives of State, local and tribal
governments ‘‘to provide meaningful
and timely input in the development of
regulatory proposals containing
significant unfunded mandates.”

Today’s rule does not create an
unfunded federal mandate on State,
local or tribal governments. The rule
does not impose any enforceable duties
on these entities. Accordingly, the
requirements of section 1(a) of
Executive Order 12875 do not apply to
this rule.

C. Executive Order 13084

Under Executive Order 13084,
entitled Consultation and Coordination
with Indian Tribal Governments (63 FR
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27655, May 19,1998), EPA may not
issue a regulation that is not required by
statute, that significantly or uniquely
affects the communities of Indian tribal
governments, and that imposes
substantial direct compliance costs on
those communities, unless the Federal
government provides the funds
necessary to pay the direct compliance
costs incurred by the tribal
governments. If the mandate is
unfunded, EPA must provide OMB, in
a separately identified section of the
preamble to the rule, a description of
the extent of EPA’s prior consultation
with representatives of affected tribal
governments, a summary of the nature
of their concerns, and a statement
supporting the need to issue the
regulation. In addition, Executive Order
13084 requires EPA to develop an
effective process permitting elected and
other representatives of Indian tribal
governments “‘to provide meaningful
and timely input in the development of
regulatory policies on matters that
significantly or uniquely affect their
communities.”

Today'’s rule does not significantly or
uniquely affect the communities of
Indian tribal governments. This action
does not involve or impose any
requirements that affect Indian Tribes.
Accordingly, the requirements of
section 3(b) of Executive Order 13084
do not apply to this rule.

In addition, since tolerances and
exemptions that are established on the
basis of a petition under FFDCA section
408(d), such as the tolerances in this
final rule, do not require the issuance of
a proposed rule, the requirements of the
Regulatory Flexibility Act (RFA) (5
U.S.C. 601 et seq.) do not apply.
Nevertheless, the Agency has previously
assessed whether establishing
tolerances, exemptions from tolerances,
raising tolerance levels or expanding
exemptions might adversely impact
small entities and concluded, as a
generic matter, that there is no adverse
economic impact. The factual basis for
the Agency’s generic certification for
tolerance actions published on May 4,
1981 (46 FR 24950) and was provided
to the Chief Counsel for Advocacy of the
Small Business Administration.

VIII. Submission to Congress and the
Comptroller General

The Congressional Review Act, 5
U.S.C. 801 et seq., as added by the Small
Business Regulatory Enforcement
Fairness Act of 1996, generally provides
that before a rule may take effect, the
agency promulgating the rule must
submit a rule report, which includes a
copy of the rule, to each House of the
Congress and to the Comptroller General

of the United States. EPA will submit a
report containing this rule and other
required information to the U.S. Senate,
the U.S. House of Representatives, and
the Comptroller General of the United
States prior to publication of the rule in
the Federal Register. This rule is not a
“major rule” as defined by 5 U.S.C.
804(2).

List of Subjects in 40 CFR Part 180

Environmental protection,
Administrative practice and procedure,
Agricultural commodities, Pesticides
and pests, Reporting and recordkeeping
requirements.

Dated: August 31, 1998.

James Jones,

Director, Registration Division, Office of
Pesticide Programs.

Therefore, 40 CFR chapter I is
amended as follows:

PART 180—[AMENDED]

1. The authority citation for part 180
continues to read as follows:

Authority: 21 U.S.C. 346a and 371.

2. 1n §180.533, by alphabetically
adding the following commodities to the
table in paragraph (a) to read as follows:

§180.533 Esfenvalerate; tolerances for
residues

(@) *
Commodity Parts per million
Artichoke, globe ............ 1.0
* * * * *
KIWifruit ........ocooeeiininens 0.5
Kohlrabi .........ccccocveiins 2.0
* * * * *
Mustard greens ............. 5.0
* * * * *

[FR Doc. 98-24770 Filed 9-10-98; 8:45 am]
BILLING CODE 6560-50-F

FEDERAL COMMUNICATIONS
COMMISSION

47 CFR Parts 1, 73 and 74

[MM Docket No. 97-234, GC Docket No. 92—
52, and GEN Docket No. 90-264; FCC 98—
194]

Implementation of Competitive Bidding
for Commercial Broadcast and
Instructional Television Fixed Service
Licenses

AGENCY: Federal Communications
Commission.

ACTION: Final rule.

SUMMARY: This First Report and Order
(First R&O) implements the Federal
Communications Commission’s
amended auction authority.
Specifically, the First R&O adopts rules
and procedures for auctioning pending
and future mutually exclusive
applications for construction permits in
the various commercial broadcast
services; determines that competing
Instructional Television Fixed Service
(ITFS) applications are subject to
auction; and adopts procedures for
resolving pending broadcast
comparative renewal cases, in which the
Commission is not authorized to use
auctions. To further the goals of the
designated entity provisions of the
Commission’s auction authority, the
First R&O adopts a tiered ‘““new entrant”
bidding credit for entities with
controlling interests in either no, or less
than four, other media entities. The First
R&O notes that the Commission intends
to continue its review of the barriers to
entry or growth that may exist for small,
minority- and women-owned businesses
in broadcasting, and to make
adjustments to its designated entity
provisions, as appropriate, in light of
these studies.

EFFECTIVE DATE: November 10, 1998.
FOR FURTHER INFORMATION CONTACT:
Jerianne Timmerman, Video Services
Division, Mass Media Bureau at (202)
418-1600; Lisa Scanlan, Audio Services
Division, Mass Media Bureau at (202)
418-2720; Lee Martin, Office of General
Counsel at (202) 418-1720.
SUPPLEMENTARY INFORMATION:

Summary

This First R&O implements: (1)
amended Section 309(j) of the
Communications Act (Act), which
requires that the Commission use
auctions to select from among virtually
all mutually exclusive applications for
initial licenses and construction
permits, including broadcast
construction permits, and (2) new
Section 309(1) of the Act, which
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authorizes auctions to resolve pending
comparative licensing cases involving
applications for full-service commercial
radio or television stations filed before
July 1, 1997. As proposed in this
proceeding, the First R&O amends the
disparate application procedures for the
various broadcast services to establish a
uniform window filing approach that
should facilitate the determination of
mutually exclusive groups of
applications for auction purposes, and
also establishes rules and procedures for
auctioning mutually exclusive
applications for broadcast construction
permits that follow, as closely as
possible, the Commission’s general part
1 auction rules.

General Authority to Use Competitive
Bidding to Award Secondary and
Primary Commercial Broadcast
Licenses

2. Under amended Section 309(j)(1),
the Commission found that auctions are
mandatory for all secondary commercial
broadcast services (e.g., LPTV, FM
translator and television translator
services). Similarly, the Commission
found that, except for certain pending
applications that are subject to new
Section 309(1), its auction authority is
mandatory, rather than permissive, for
all full power commercial radio and
analog television stations. Nothing in
the statutory language or in the
accompanying legislative history
indicates that the requirement to use
competitive bidding for “any initial
license or construction permit” is
limited to full power radio and analog
television stations, or that Congress
intended such a limitation. Nor are
secondary commercial broadcast service
licenses exempted from the auction
requirement under Section 309(j)(2),
which enumerates the certain types of
spectrum licenses that are not subject to
competitive bidding.

3. The Commission stated further that
all pending mutually exclusive
applications for these secondary
broadcast services must be resolved
through a system of competitive
bidding. Nothing in Section 309(j)(1)
suggests that the requirement to use
auctions applies only to applications
filed in the future. The only statutory
reference to pending applications is
contained in Section 309(l), and the
Commission determined that Congress
did not intend to include pending
secondary broadcast applications within
Section 309(1).

Statutory Authority to Use Competitive
Bidding for Modification Applications

4. The Commission concluded that it
is not precluded by the terms of Section

309(j) from auctioning mutually
exclusive modification applications.
The Commission recognized, however,
that competing major modification
applications can often be resolved by
changes to the engineering proposals
submitted by applicants and may raise
special considerations where
settlements are particularly appropriate.
The Commission will therefore allow
applicants who have, under the window
filing procedures adopted in the First
R&O for new station applications and
major modification applications, filed
either competing major modification
applications, or competing major
modification and new station
applications, to resolve their mutual
exclusivities by means of engineering
solutions or settlements during a limited
period after the filing of short-form
applications but before the start of the
auction. The Commission stated that it
would apply competitive bidding
procedures to resolve mutual
exclusivities among major modification
applications and between major
modification and initial applications, if
the parties are unable to resolve their
mutual exclusivities during a limited
period, as established by public notice,
following the filing of short-form
applications.

5, The Commission determined that it
would not, however, generally subject
competing minor modification
applications to auction procedures.
Given the infrequency with which
minor modification applications are
mutually exclusive and the less
significant changes usually proposed in
minor modification applications, the
Commission will encourage parties *‘to
use engineering solutions, negotiation
* * * and other means” to resolve any
mutual exclusivities. 47 U.S.C.
309())(6)(E).

Statutory Exemption for
Noncommercial Educational and Public
Broadcast Stations

6. The Commission determined that it
had not received sufficiently focused
comment to finally resolve in this
proceeding the issues relating to
noncommercial educational and public
broadcast stations. While the exemption
in Section 309(j)(2)(C) for
noncommercial educational
broadcasters clearly precludes the
Commission from using competitive
bidding to award broadcast station
licenses on the reserved noncommercial
frequencies, there are difficult issues as
to how the Commission should apply
this provision when noncommercial
educational and public broadcasters
apply for frequencies in the commercial
band. The Commission found that its

decision on these issues would be aided
by a further round of comment.
Therefore, the Commission stated that it
would not proceed to auction at this
time any pending cases where both
noncommercial and commercial
applicants have filed competing
applications for nonreserved channels;
these cases will be resolved following
the release of a report and order in our
noncommercial proceeding, MM Docket
No. 95-31.

Discretion to Use Auctions in Pending
Cases Involving pre-July 1, 1997
Applications

7. The Commission found that it has
discretion under new Section 309(1) to
resolve comparative licensing
proceedings that involve pre-July 1,
1997 applications for full service
commercial radio and television stations
by either competitive bidding
procedures or through the comparative
hearing process. The explicit language
of Section 309(l)(1) provides that the
Commission ‘‘shall have the authority to
conduct a competitive bidding
proceeding,” in contrast to the
mandatory language of Section 309(j)(1)
providing that ‘“the Commission shall
grant the license . . . through a system
of competitive bidding.” The
Commission concluded that the
language of Section 309(1)
unambiguously addresses a situation in
which auctions are permissible, but are
not required.

Public Interest Considerations Favoring
Resolution of Pending Cases by
Competitive Bidding

8. The Commission stated that
auctions will generally be fairer and
more expeditious than deciding the
pending mutually exclusive
applications filed before July 1, 1997
through the comparative hearing
process. Auctions will generally
expedite service and better serve the
public interest in these cases, because
competitive bidding is a more efficient
and cost-effective method of assigning
spectrum in cases of mutual exclusivity
than any previously employed method.
The Commission concluded that there is
no inherent unfairness in using
auctions, rather than comparative
hearings, to resolve mutual exclusivity
among these pre-july 1, 1997
applications, as most of these applicants
filed after Bechtel v. FCC, 10 F.3d 875
(D.C. Cir. 1993), which made it clear
that some change in the existing
selection criteria was inevitable. The
Commission also found that changing
the selection process for pending
applications filed before July 1, 1997 is
not impermissibly retroactive or
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otherwise unlawful. The pre-July 1,
1997 applicants, whether their
applications are pending on the
processing line or have been designated
for hearing, have no vested right to a
comparative hearing that is abridged by
the Commission’s decision to award
such authorizations by a system of
competitive bidding. The Commission
moreover noted that the impact of this
regulatory change is ameliorated
somewhat by the statutory requirement
that auctions to resolve these pre-july 1
pending cases be closed to other
participants.

Treatment of Pending Hearing Cases

9. The Commission concluded that,
even for the small number of pending
cases involving pre-July 1, 1997
applications that have progressed at
least through an Initial Decision by an
Administrative Law Judge, auctions
better serve the public interest than
comparative hearings. While these
pending applicants have spent
considerable time and money
prosecuting their applications and have
experienced significant delays in
obtaining a final decision as to the
selection of the licensee, these
circumstances do not, the Commission
determined, outweigh the additional
delays, uncertainty and administrative
costs that would be incurred by
resolving these cases through the
comparative hearing process.

Scope of Section 309(1)

10. The Commission found that,
where post-June 30th applications are
mutually exclusive with two or more
pre-July 1, 1997 applications, it is
compelled by the express language of
Section 309(1)(2) to dismiss them and
conduct a competitive bidding
procedure that is restricted to the pre-
July 1, 1997 applications. The
Commission also stated that, given the
express reference to ““‘competing
applications” in Section 309(l), this
provision does not apply to a single pre-
July 1, 1997 application. Under Section
309(1)(2), the Commission is statutorily
precluded from permitting post-June
30th applicants to participate as
qualified bidders in a competitive
bidding procedure conducted to resolve
mutual exclusivity among two or more

pre-July 1, 1997 competing applications.

The First R&O notes that the practical
effect of this distinction between
applications filed before July 1st and
after June 30th will be limited, as the
Commission believes that settlement
agreements have been filed in
connection with the small number of
cases involving post-June 30th
applications mutually exclusive with

two or more pre-July 1, 1997
applications.

Pending Applications Not Subject to
Section 309(1)

11. The most significant issue with
regard to the pending applications
falling outside the scope of Section
309(1) concerns the pool of bidders who
will be eligible for any auction of these
mutually exclusive applications.
Specifically, the Commission has the
discretion to restrict the class of eligible
bidders to those with applications
already filed, or to reopen the filing
period for additional applicants that
would be eligible to participate in the
auction. The Commission concluded
that, in cases of pending mutually
exclusive applications not subject to
Section 309(1) where the relevant period
or window for filing applications under
the existing procedures has expired, the
public interest would not be served by
reopening the filing period for
additional mutually exclusive
applications. The Commission found no
compelling reason to reopen filing
windows that have already expired to
permit the filing of additional
applications by applicants who failed to
file during the Commission’s previously
clearly delineated filing periods.

12. The Commission noted, however,
that there are pending a number of
broadcast applications (primarily AM
and FM translator) that have never been
subjected to competition because
periods or windows for the filing of
competing applications have not yet
been opened by the Commission. Rather
than open individual filing windows or
issue individual cut-off lists for each of
these pending broadcast applications,
the Commission decided that it would
be more efficient to simply include
these applications in the first general
auction conducted for new applicants in
the relevant service.

Competitive Bidding Design

13. The Commission announced that
it would conduct all auctions of
mutually exclusive broadcast
applications in conformity with the
general competitive bidding rules set
forth in part 1 of the Commission’s
rules. However, because the same type
of auction methodology may not be
appropriate for all mutually exclusive
broadcast and secondary broadcast
applications, different approaches may
be warranted to resolve mutual
exclusivity among certain categories of
broadcast applications and for ‘“‘daisy
chain” situations. The Commission
concluded that the appropriate auction
design will vary depending on the type
of service involved, the number of

construction permits at stake, how many
bidders are likely to participate, and the
degree to which interdependence may
be important to those likely to bid on a
particular type of permit. The
Commission delegated authority to the
Mass Media Bureau and the Wireless
Telecommunications Bureau (the
Bureaus) to seek comment on and
establish an appropriate auction design
methodology prior to the start of each
broadcast auction or group of broadcast
auctions. The Commission also
delegated to the Bureaus authority to
seek comment on and, as appropriate, to
establish upfront payments, minimum
opening bids and/or reserve prices for
each broadcast auction or group of
broadcast auctions.

Auction Application Procedures

14. The Commission will follow for
all broadcast service auctions the
procedural and payment rules set forth
in the general part 1 auction rules, with
certain modifications. Specifically, the
First R&O replaces the Commission’s
disparate filing procedures for the
various broadcast services with a
specific time period, or auction
window, during which all applicants
seeking to participate in an auction
must file their applications for new
broadcast facilities or for major changes
to existing facilities. Applicants will be
required to submit only a short-form
application (FCC Form 175) prior to any
auction, and only winning bidders will
need to file complete long-forms (FCC
Form 301 for AM, FM and television
stations, FCC Form 346 for LPTV and
television translators, or FCC Form 349
for FM translators). Specifically, in
response to a public notice announcing
a window for the filing of broadcast
and/or secondary broadcast applications
for new stations and for major changes
to existing facilities, applicants will be
required to file a short-form application,
along with any engineering data
necessary to determine mutual
exclusivity in a particular service. The
Commission stated that, prior to
auction, it would examine the
engineering data submitted by
applicants for the non-table services
(AM, LPTV, and television and FM
translators) only to the extent necessary
to determine the mutually exclusive
groups of applications for auction
purposes. Applicants for FM stations
need not submit any engineering data in
addition to their FCC Form 175
applications, as such data is not needed
to make determinations of mutual
exclusivity in the FM service.

15. The Commission determined to
follow the general auction rule
mandating electronic filing, and will
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require all applicants for broadcast
auctions to file their FCC Form 175
applications electronically beginning
January 1, 1999, unless it is not
operationally feasible. Applicants for
non-table services, who must submit
engineering information with their
short-forms, will be required to file the
engineering section of the electronic
versions of the FCC Forms 301, 346 and
349, which are currently being
developed.

16. Consistent with the part 1 anti-
collusion rule, the Commission
announced that applicants in broadcast
auctions will be required to identify on
their short-form applications any parties
with whom they have entered into any
consortium arrangements, joint
ventures, partnerships or other
agreements or understandings which
relate in any way to the competitive
bidding process. In addition, applicants
will be required to certify on their short-
form applications that they have not
entered into any explicit or implicit
agreements, arrangements or
understandings of any kind with any
parties, other than those identified,
regarding the amount of their bids,
bidding strategies, or the particular
construction permits on which they will
or will not bid. After short-form
applications are filed and prior to the
time that the winning bidder has made
its required down payment, all bidders
will be prohibited from cooperating,
collaborating, discussing or disclosing
in any manner the substance of their
bids or bidding strategies with other
bidders that have applied to bid in the
same geographic license area, unless
such bidders are members of a bidding
consortium or other joint bidding
arrangement identified on the bidder’s
short-form application.

17. The Commission also determined
to follow in broadcast auctions the
general part 1 auction rules with regard
to post-auction procedures, including
the payment by winning bidders of their
bids and the withdrawal, default and
disqualification of winning bidders. The
First R&O additionally adopted a
shortened 10-day period for the filing of
petitions to deny against the long-form
applications filed by auction winners.

Designated Entities

18. Due to the insufficiency of the
record in this proceeding, the First R&O
does not make a final determination
regarding the adoption of bidding
credits or other special measures to
enhance participation by various
designated entities, including small,
minority- and women-owned
businesses, in broadcast service and
ITFS auctions. The First R&O does

adopt a tiered new entrant bidding
credit to further the goals of the
designated entity provisions of Section
309(j); specifically, applicants with no
controlling interests in any media
outlets will receive a 35% bidding
credit, and applicants with controlling
interests in no more than three media
outlets, none of which serve the same
area as the proposed station, will
receive a 25% bidding credit. Following
the completion of certain pending
evidentiary studies, the Commission
anticipates the release of a further report
and order in this proceeding addressing
designated entity issues in the broadcast
context. If additional or alternative
designated entity measures are
ultimately adopted in this further order
following the completion of the
Commission’s evidentiary studies, then
any such measures will be applicable to
the auction of any broadcast and ITFS
applications then on file with the
Commission. To prevent any unjust
enrichment by designated entities
utilizing the new entrant bidding credit,
we will follow the general part 1 auction
rules in requiring, under certain
circumstances involving assignments or
transfers, the reimbursement of bidding
credits utilized in obtaining broadcast
licenses via auction.

Auction Authority for Instructional
Television Fixed Service

19. The Commission determined that,
because Section 309(j) generally
requires the use of competitive bidding
to resolve mutually exclusive
applications with only certain specified
exemptions, it does not have the
discretion to create another exemption
from competitive bidding for ITFS.
When Congress explicitly enumerates
certain exceptions to a general
requirement, additional exceptions
should not be implied, and the list of
exemptions from the Commission’s
general auction authority set forth in
Section 309(j)(2) is clearly exhaustive,
rather than merely illustrative, of the
types of licenses or permits that may not
be awarded through a system of
competitive bidding. Because ITFS is
not one of the services exempted from
competitive bidding in Section 309(j)(2),
the First R&O concludes that competing
ITFS applications must be subjected to
competitive bidding procedures. The
Commission declined to interpret the
exemption from competitive bidding for
noncommercial educational broadcast
stations contained in Section
309(j)(2)(C) to include ITFS. As the
Commission has stated and the courts
have recognized, ITFS is not a broadcast
service, and therefore it does not fall
within the scope of the Section

309(j)(2)(C) exemption from competitive
bidding for noncommercial
broadcasters.

20. The Commission stated, however,
that it will request that Congress amend
Section 309(j) so that the statute clearly
reflects its intent with regard to ITFS.
Absent a clear statement from Congress
that it means to exempt ITFS from
competitive bidding, then the
Commission will proceed with the
auction of mutually exclusive ITFS
applications. The Commission stated
that it will not commence ITFS auctions
immediately so as to allow sufficient
time to obtain Congressional guidance.

21. The Commission found that
pending ITFS applications are outside
the scope of new Section 309(l) of the
Act, which provides that the
Commission has discretion regarding
the resolution of pending comparative
licensing proceedings involving pre-july
1, 1997 applications for commercial
radio and television stations.
Accordingly, pending mutually
exclusive ITFS applications must be
resolved by competitive bidding
pursuant to Section 309(j)(1). However,
the Commission determined that it
would not serve the public interest to
accept additional competing ITFS
applications despite its authority to do
so; thus, the eligible bidders in any
auction of the pending ITFS
applications will be limited to those
with applications already on file.

Resolution of Pending Comparative
Renewal Proceedings

22. With regard to the very small
number of pending comparative renewal
proceedings, the Commission
determined that the most equitable and
expeditious approach would be simply
to permit the renewal applicants and
their challengers, within the confines of
the generally phrased standard
comparative issue, to present the factors
and evidence they believe most
appropriate. If the renewal applicant
can demonstrate substantial
performance and thus an entitlement to
a renewal expectancy, this will continue
to be the most important factor and can
be expected in most cases to outweigh
other considerations in favor of the
challenger.

23. The complete text of this First
R&O, including any statements, is
available for inspection and copying
during normal business hours in the
Federal Communications Commission
Reference Center (Room 239), 1919 M
Street, N.W., Washington, D.C., and it
may be purchased from the
Commission’s copy contractor,
International Transcription Service,
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Inc., 1231 20th Street, N.W.,
Washington, D.C. 20036, (202)857-3800.

Final Regulatory Flexibility Analysis
(FRFA)

Summary

24. As required by the Regulatory
Flexibility Act (RFA), 5 U.S.C. 603, an
Initial Regulatory Flexibility Analysis
(IRFA) was incorporated in the Notice of
Proposed Rulemaking (NPRM) in this
proceeding. The Commission sought
written public comments on the
proposals in the NPRM, including on
the IRFA. The Commission’s Final
Regulatory Flexibility Analysis (FRFA)
in this First R&O conforms to the RFA,
as amended by the Contract With
America Advancement Act of 1996,
Public Law 104-121, 110 Stat. 847
(1996).

Need For and Objectives of Action

25. This First R&O adopts rules to
implement the Balanced Budget Act of
1997 (Budget Act), Public Law 105-33,
111 Stat. 251 (1997), which amended
Section 309(j) and adopted new Section
309(l) of the Communications Act to
expand the Commission’s competitive
bidding authority to include, inter alia,
the commercial broadcast and
secondary broadcast services.

Significant Issues Raised by the Public
in Response to the Initial Analysis

26. No comments were received
specifically in response to the IRFA
contained in the NPRM. However, some
comments did address certain small
business issues. A number of
commenters called for the adoption of
bidding credits for small businesses to
ensure their participation in broadcast
spectrum auctions. To promote
diversification of ownership of
broadcast stations, a number of
commenters also supported the
adoption of bidding credits for non-
group owners, who would likely be
small businesses. Some commenters
argued that upfront payments should be
small enough to allow small businesses
to compete effectively. Commenters
generally opposed the use of
competitive bidding for selecting among
mutually exclusive Instructional
Television Fixed Service (ITFS)
applicants, who are primarily
educational institutions and
governmental educational entities.

27. Small business-related issues were
also raised by commenters more
indirectly. A small number of
commenters opposed requiring
prospective bidders in broadcast
auctions to file their short-form
applications (FCC Form 175)

electronically, contending that
electronic filing would be a barrier to
participation by those not computer
literate or by low power television
(LPTV) and translator applicants (many
of whom are small businesses). Several
commenters also asked the Commission
to reconfirm its support for certain
previously-adopted special measures to
protect LPTV and television translator
stations that are displaced during the
transition to digital television. A small
number of commenters additionally
contended that it was unfair or
inequitable to auction secondary
broadcast services (LPTV and television
and FM translators), the licensees of
which tend to be small businesses.

Description and Number of Small
Entities Involved

28. Under the RFA, small entities
include small organizations, small
businesses, and small governmental
jurisdictions. 5 U.S.C. 601(6). The RFA,
5 U.S.C. 601(3), defines the term “small
business’ as having the same meaning
as the term “‘small business concern”
under the Small Business Act. See 15
U.S.C. 632. A small business concern is
one which: (1) is independently owned
and operated; (2) is not dominant in its
field of operation; and (3) satisfies any
additional criteria established by the
Small Business Administration (SBA).
Pursuant to the RFA, the statutory
definition of a small business applies
when considering the impact of an
agency’s action(s) “‘unless an agency
after consultation with the Office of
Advocacy of the SBA and after
opportunity for public comment,
established one or more definitions of
such term which are appropriate to the
activities of the agency and publishes
such definition(s) in the Federal
Register.”

29. In the NPRM we stated that we
tentatively believe that the SBA’s
definition of ““‘small business’ greatly
overstates the number of radio and
television broadcast stations that are
small businesses and is not particularly
suitable for the Commission’s purposes,
and we sought comment on how we
should define small business for this
purpose. While we utilized the SBA’s
definition to determine the number of
small businesses to which any auction
procedures would apply, we reserved
the right to adopt a more suitable
definition of ‘“‘small business’ as
applied to radio and television
broadcast stations. We received no
comment in response to the IRFA on
how to define radio and television
broadcast ‘“‘small businesses.”
Therefore, we will continue to utilize

the SBA'’s definitions for the purposes of
this FRFA.

30. Radio Broadcasting Stations. The
SBA defines a radio broadcasting station
that has no more than $5 million in
annual receipts as a small business. A
radio broadcasting station is an
establishment primarily engaged in
broadcasting aural programs by radio to
the public. Included in this industry are
commercial, religious, educational, and
other radio stations. Radio broadcasting
stations which primarily are engaged in
radio broadcasting and which produce
radio program materials are similarly
included. Official Commission records
indicate that 11,334 individual radio
stations were operating in 1992. The
1992 Census indicates that 96 percent of
radio station establishments (5,861 of
6,127) produced less than $5 million in
revenue in 1992. As of May 31, 1998,
official Commission records indicate
that 4,724 AM radio stations, 7,595 FM
radio stations and 3,011 FM translator/
booster stations were licensed. We
conclude a similarly high percentage (96
percent) of current radio broadcasting
licensees are small entities.

31. Television Broadcasting Stations.
The SBA defines a television
broadcasting station that is
independently owned and operated, is
not dominant in its field of operation,
and has no more than $10.5 million in
annual receipts as a small business.
Television broadcasting stations consist
of establishments primarily engaged in
broadcasting visual programs by
television to the public, except cable
and other pay television services.
Included in this industry are
commercial, religious, educational, and
other television stations. Also included
are establishments primarily engaged in
television broadcasting and which
produce taped television program
materials. There were 1,509 television
stations operating in the nation in 1992.
In 1992, there were 1,155 television
station establishments that produced
less than $10.0 million in revenue (76.5
percent). As of May 31, 1998, official
Commission records indicate that 1,579
full power television stations, 2089 low
power television stations, and 4924
television translator stations were
licensed. We conclude that a similarly
high percentage of current television
broadcasting licensees are small entities
(76.5 percent).

32. ITFS. In addition, there are
presently 2032 ITFS licensees. All but
100 of these licenses are held by
educational institutions. Educational
institutions may be included in the
definition of a small entity. ITFS isa
non-pay, non-commercial educational
microwave service that, depending on
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SBA categorization, has, as small
entities, entities generating either $10.5
million or less, or $11.0 million or less,
in annual receipts. However, we do not
collect, nor are we aware of other
collections of, annual revenue data for
ITFS licensees. Thus, we conclude that
up to 1932 of these licensees are small
entities.

33. Pending and Future Applicants
Affected by Rulemaking. The auction
procedures set forth in the First R&O
will affect pending and future
competing applicants for the various
commercial broadcast services and for
ITFS. We estimate that, as of the
adoption date of the First R&O, there are
approximately: (1) 700 mutually
exclusive pending applications for
commercial radio stations; (2) 200
pending competing applications for full
power commercial analog television
stations; (3) 100 mutually exclusive
pending applications for low power
television stations and television
translator stations; (4) 30 competing
applications for FM translator stations;
and (5) 200 or more mutually exclusive
pending applications for ITFS stations.
The Commission has no data on file as
to whether entities with pending permit
applications, which are subject to the
new auction rules adopted for the
broadcast services, meet the SBA’s
definition of a small business concern.
However, we conclude that, given the
smaller size of the markets at issue in
the pending applications, most of the
entities with pending applications for a
permit to construct a new primary or
secondary broadcast station are small
entities, as defined by the SBA rules. It
is not possible, at this time, to estimate
the number of markets for which
mutually exclusive applications will be
received in the future, nor the number
of entities that in the future may seek a
construction permit for a new broadcast
station. Given the fact that fewer new
stations (particularly fewer analog
television stations) will be licensed in
the future and that these stations
generally will be located in smaller,
more rural areas, we conclude that most
of the entities applying for these stations
will be small entities, as defined by the
SBA rules.

Summary of Projected Reporting,
Recordkeeping and Other Compliance
Requirements

34. The First R&O adopts a number of
rules that include reporting,
recordkeeping, and compliance
requirements. These requirements will
apply to all applicants subject to the
new competitive bidding procedures, as
more fully detailed in the First R&O

(referred to in this section more
generally as “applicants”).

35. Applicants will be required to
submit a short-form application (FCC
Form 175) prior to any auction. Only
winning bidders will need to file
complete long-forms (FCC Form 301 for
AM, FM and television stations, FCC
Form 346 for LPTV and television
translators, or FCC Form 349 for FM
translators). Specifically, in response to
a public notice announcing a window
for the filing of broadcast and/or
secondary broadcast applications for
new stations and for major changes in
existing facilities, applicants will be
required to file a short-form application,
along with any engineering data
necessary to determine mutual
exclusivity in a particular service.
Applicants for broadcast auctions will
be required to follow the general auction
rules, 47 CFR 1.2105, with regard to
completion of the short form and
exhibits to be submitted with the short
form. Also consistent with the
Commission’s general part 1 auction
rules, all applicants for broadcast
auctions must file their FCC Form 175
applications electronically beginning
January 1, 1999.

36. Applicants may be subject to
upfront payments, minimum opening
bids and/or reserve prices in order to
participate in broadcast service
auctions. The Mass Media Bureau in
conjunction with the Wireless
Telecommunications Bureau shall seek
public comment on and, as appropriate,
shall establish these mechanisms for
each auction, or group of auctions, in
the broadcast services.

37. Following the close of bidding in
an auction, winning bidders will be
required to submit a down payment, file
an appropriate long-form application for
each construction permit for which it
was the high bidder, and pay the
balance of their winning bids in a timely
manner. Broadcast auction participants
will also be subject to the bid
withdrawal, default and disqualification
payments set forth in the general part 1
auction rules.

38. A licensee, or holder of a
construction permit, who utilized a new
entrant bidding credit will be required
to reimburse the government for the
amount of the bidding credit, plus
interest, as a condition for Commission
approval of the assignment or transfer of
the license or permit to an entity that
would not have qualified for the new
entrant credit, as generally provided in
the Commission’s part 1 rules.

Steps Taken to Minimize Significant
Economic Impact on Small Entities, and
Significant Alternatives Considered

39. Due to the insufficiency of the
record in this proceeding, the First R&O
does not make a final determination
regarding the adoption of bidding
credits or other special measures to
enhance participation by various
designated entities, including small
businesses, in broadcast service and
ITFS auctions. Such measures will be
considered in a further report and order
to be issued at a later time. For all
auctions held prior to ultimate
resolution of the designated entity issue,
the First R&O adopts a tiered new
entrant bidding credit for entities with
controlling interests in either no, or less
than four, other media entities so as to
enhance participation by small
businesses and other designated
entities, including small businesses
owned by women and minority group
members. Following the completion of
certain pending evidentiary studies, the
Commission may, in a further report
and order in this proceeding, adopt
additional or alternative bidding credits
or other measures that more directly
alleviate any adverse impact on small
businesses (including those owned by
women or by minority group members)
of the requirement to participate in an
auction to obtain a construction permit
to provide commercial broadcast
service. If additional or alternative
designated entity measures are
ultimately adopted, then any such
measures will be applicable to the
auction of any broadcast and ITFS
applications then on file with the
Commission.

40. Moreover, even if further special
measures are not ultimately adopted, we
believe that some of the competitive
bidding procedures adopted in this First
R&O reduce the time and cost of
securing commercial broadcast and
ITFS licenses to the ultimate benefit of
small businesses. For example, entities
interested in bidding for broadcast
station permits will not be required to
submit a long-form application prior to
auction. We will require only that a
short-form application be submitted
prior to auction, although applicants in
the non-table services will be required
to submit the engineering data necessary
to make determinations of mutual
exclusivity. The procedures adopted
here further expedite service to the
public, thereby reducing the cost to
small entities of participating in these
auctions, by limiting our pre-auction
application processing to what is
necessary to determine mutual
exclusivity.
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41. After careful consideration and in
light of Congress’ directive in the
Budget Act, we found that a shortened
period of 10 days is appropriate for the
filing of petitions to deny against the
long-form applications filed by
broadcast auction winners. We have
also eliminated the requirement that
applicants affirmatively certify their
financial qualifications and the
availability of their proposed tower
locations in their applications.

42. We recognize that, despite the
efficiency of auctions and the resulting
reduction in the costs associated with
filing an application, having to
participate in an auction may limit the
opportunities available to small
businesses. However, except for certain
commercial broadcast applications filed
before July 1, 1997, Section 309(j)(1)
requires that the Commission use
competitive bidding procedures to
award virtually all construction permits
for commercial broadcast stations where
mutually exclusive applications are
filed. After carefully considering the
comments, we determined that auctions
are statutorily required to resolve
mutually exclusive secondary broadcast
service applications, as nothing in the
statute or in the legislative history
reflects an intention to limit Section
309(j)(1) to full power radio and
television applications.

43. Relying on the fact that the
exemption from competitive bidding set
forth in Section 309(j)(2) is expressly
limited to noncommercial educational
and public broadcast stations, we also
determined that the exemption does not
apply to ITFS, which is a non-broadcast
service. Thus, although we agreed with
commenters that ITFS is similar to
noncommercial educational broadcast
service and that Section 309(j) may not
reflect on its face Congress’s intent
regarding the treatment of competing
ITFS applications, we found that
auctions are statutorily required to
resolve all pending and future mutually
exclusive ITFS applications. However,
we will request that Congress amend
Section 309(j) so that the statute clearly
reflects its intent with regard to ITFS.
Absent a clear statement from Congress
that it means to exempt ITFS from
competitive bidding, we will proceed to
auction mutually exclusive ITFS
applications. ITFS auctions will not
commence immediately, however, in
order to allow sufficient time for the
Commission to obtain Congressional
guidance.

44. We also determined to use
competitive bidding to resolve mutually
exclusive major modification
applications. Although some
commenters opposed the auctioning of

modification applications, commenters
did not suggest another method of
resolving mutually exclusive major
modification applications that is as
efficient as competitive bidding. We
will, however, allow applicants who
have filed competing major
modification applications, or competing
major modification and new station
applications, to resolve their mutual
exclusivity by means of engineering
solutions or settlement before
proceeding to auction. We saw less
utility to be gained from subjecting
minor change applications to
competitive bidding procedures; thus,
in accord with the comments, the
parties will be expected to work
together to resolve any mutual
exclusivities between minor
modification applications.

45, Section 309(l) governs the
resolution of approximately 130
pending comparative licensing
proceedings involving pre-July 1, 1997,
applications for new commercial radio
or television stations that did not settle
within the 180-day waiver period
prescribed by Congress. For settlements
executed within that period, we waived
our settlement rules, including the
prohibition against “white knight”
settlement agreements where a full-
market settlement was involved. Based
upon the express language of Section
309(1), we concluded that in cases that
did not settle, we have discretion to
resolve applications subject to that
provision by either auction or
comparative hearings. Some
commenters favored the use of
comparative hearings for these pending
pre-July 1, 1997 cases and expressed
concern that the switch to auctions
would detrimentally affect the quality of
broadcast service. We found that
Congress itself has made the judgment
that auctions are generally preferable to
comparative hearings, and concluded
that, by providing us with the discretion
to determine whether or not to use
auctions in pending pre-july 1st cases,
Congress intended the Commission to
focus on any special circumstances in
these cases that would tip the policy
balance in favor of comparative
hearings, not to re-visit the general
congressional determination that
broadcast auctions serve the public
interest.

46. In exercising this discretion, we
concluded that, even for the few pre-
July 1, 1997 cases that had already
progressed through an Initial Decision
by an Administrative Law Judge,
auctions will generally be fairer and
more expeditious than deciding these
pending cases through the comparative
hearing process, particularly since the

court’s invalidation of the key
comparative criterion prevents us from
deciding any of these cases according to
the applicants’ reasonable expectation
when they filed their applications. We
found that for the Commission’s
Administrative Law Judges to adjudicate
and decide the approximately 130
pending proceedings would take many
years while auctions can be carried out
much more quickly.

47. We rejected arguments raised by
commenters that changing the selection
process for pending applications filed
before July 1, 1997 is impermissibly
retroactive or otherwise unlawful. We
found that none of the pre-July 1, 1997
applicants subject to the new Section
309(l) have a vested right to a
comparative hearing that is abridged by
our decision to resolve such
applications by competitive bidding.
And, in any event, the economic impact
of this regulatory change is ameliorated
somewhat by the statutory requirement
that auctions to decide these pending
cases be closed to other participants.

48. Based upon the express language
of Section 309(1)(2), we found that,
where post-June 30, 1997 applications
are mutually exclusive with two or more
pre-July 1, 1997 applications, we must
dismiss them and conduct a competitive
bidding procedure that is restricted to
the pre-July 1, 1997 applications. We
rejected arguments by some commenters
that the distinction between pre-July 1st
and post June 30th applications is
arbitrary. We found that Congress
adopted a bright line distinction and
that this distinction operates to exclude
some applicants but to include others
does not make it unlawful. Moreover,
the practical effect of this bright line
distinction will be limited, as we
believe that settlement agreements have
been filed in connection with the small
number of cases involving post-June
30th applications mutually exclusive
with two or more pre-July 1st
applications.

49. Except for applications subject to
Section 309(1), there is no statutory bar
to reopening new filing periods for
applications that would be mutually
exclusive with pending applications.
We agreed with commenters that
reopening already closed filing periods
would not serve the public interest
since it would delay, rather than
expedite, the resolution of the pending
applications, and would defeat the
reasonable expectations of applicants
who timely filed long-form applications.

50. As a matter of fairness to pending
applicants, we determined to refund all
hearing and certain filing fees paid by
all pending applicants. But we declined
the suggestion of various commenters
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that we also reimburse the legitimate
and prudent expenses of pending pre-
July 1st applicants subject to the
comparative freeze, who either do not
participate in the auction or are outbid
in the auction. We are aware of no legal
authority to make such additional
reimbursement and concluded we have
no obligation to do so.

51. We concluded that, consistent
with our approach in most of the
Commission’s previous auctions,
broadcast and ITFS applicants should
be required to submit upfront payments
with their short-form applications prior
to auction. We also reserved the right to
adopt minimum opening bid and/or
reserve prices for each license.
Establishing upfront payments,
minimum opening bid and/or reserve
prices may have a significant economic
impact on small businesses interested in
applying for commercial broadcast and
ITFS licenses. However, upfront
payments have been required in our
general part 1 auction rules since they
were first promulgated, and Congress
has directed us to prescribe minimum
opening bids or reserve prices unless we
specifically determine that this will not
serve the public interest. While we were
unpersuaded by generalized assertions
that reserve prices or minimum opening
bids would contravene the public
interest, we directed the staff to seek
comment on, and as appropriate,
establish upfront payments, opening
bids and/or reserve prices for each
auction or group auctions.

52. A number of commenters opposed
our proposal to apply the anti-collusion
rule to broadcast service auctions,
believing instead that auction applicants
should be permitted to conclude
settlement agreements following the
short-form filing deadline with those
applicants with whom they are
mutually exclusive. We noted that we
adopted the anti-collusion rule to both
prevent and to facilitate the detection of
collusive conduct, thereby enhancing
the competitiveness of the auction
process and the post-auction market
structure. We found that the rule has
proven effective in the numerous
spectrum auctions conducted to date,
and concluded to apply the rule to
broadcast auctions, although a limited
exception to the anti-collusion rule will
be made, as discussed above, in the
context of mutually exclusive major
modification applications.

53. For the pending comparative
renewal proceedings (which may not be
resolved by auction), we determined
that the most equitable and expeditious
approach would be simply to permit the
renewal applicants and their
challengers, within the confines of the

generally phrased standard comparative
issues, to present whatever factors and
evidence they believe most appropriate.

Report to Congress

54. The Commission will send a copy
of the First R&O, including this FRFA,
in a report to be sent to Congress
pursuant to the Small Business
Regulatory Enforcement Fairness Act of
1996. 3See 5 U.S.C. 801(a)(1)(A). In
addition, the Commission will send a
copy of the First R&O, including the
FRFA, to the Chief Counsel for
Advocacy of the Small Business
Administration.

55. Authority for issuance of this First
R&O is contained in Sections 4(i) and
(i), 301, 303(f), 303(g), 303(h), 303(j),
303(r), 307(c), 308(b), 309(j), 309(l) and
403 of the Communications Act of 1934,
as amended, 47 U.S.C. 154(i), 154(j),
301, 303(f), 303(g), 303(h), 303(j), 303(r),
307(c), 308(b), 309(j), 309(l) and 403.

List of Subjects in 47 CFR parts 1, 73
and 74

Radio broadcasting, Reporting and
recordkeeping requirements, Television
broadcasting.

Federal Communications Commission.
William F. Caton,
Deputy Secretary.

Rule Changes

Parts 1, 73 and 74 of Chapter 1 of Title
47 of the Code of Federal Regulations
are amended as follows:

PART 1—PRACTICE AND
PROCEDURE

1. The authority for part 1 continues
to read as follows:

Authority: 15 U.S.C. 79 et seq.; 47 U.S.C.
151, 154(i), 154(j), 155, 225, and 303(r).

2. Section 1.65 is amended by revising
paragraphs (a) and (b) to read as follows:

§1.65 Substantial and significant changes
in the information furnished by applicants
to the Commission.

(a) Each applicant is responsible for
the continuing accuracy and
completeness of information furnished
in a pending application or in
Commission proceedings involving a
pending application. Whenever the
information furnished in the pending
application is no longer substantially
accurate and complete in all significant
respects, the applicant shall as promptly
as possible and in any event within 30
days, unless good cause is shown,
amend or request the amendment of his
application so as to furnish such
additional or corrected information as
may be appropriate. Whenever there has
been a substantial change as to any

other matter which may be of decisional
significance in a Commission
proceeding involving the pending
application, the applicant shall as
promptly as possible and in any event
within 30 days, unless good cause is
shown, submit a statement furnishing
such additional or corrected information
as may be appropriate, which shall be
served upon parties of record in
accordance with § 1.47. Where the
matter is before any court for review,
statements and requests to amend shall
in addition be served upon the
Commission’s General Counsel. For the
purposes of this section, an application
is “pending”’ before the Commission
from the time it is accepted for filing by
the Commission until a Commission
grant or denial of the application is no
longer subject to reconsideration by the
Commission or to review by any court.

(b) Applications in ITFS and
broadcast services subject to
competitive bidding will be subject to
the provisions of §§1.2105(b), 73.5002
and 73.3522 regarding the modification
of their applications.

* * * * *

3. Section 1.1601 is amended by
reserving paragraph (a) to read as
follows:

§1.1601 Scope.

* * * * *
(a) [Reserved]
* * * * *

4. Section 1.604 is amended by
revising paragraph (a) to read as follows:

§1.1604 Post-selection hearings.

(a) Following the random selection,
the Commission shall announce the
“tentative selectee’” and, where
permitted by § 73.3584 invite Petitions
to Deny its application.

* * * * *

PART 73—RADIO BROADCAST
SERVICES

5. The authority for part 73 is revised
to read as follows:

Authority: 47 U.S.C. 154, 303, 334 and 336.

6. Section 73.1010 is amended by
adding paragraph (a)(8) to read as
follows:

§73.1010 Cross reference to rules in other
parts.
* * * * *

(a) * * *
(8) Subpart Q, “Competitive Bidding
Proceedings” (8§1.2101-1.2112).

* * * * *
7. Section 73.3500 is amended by

adding the following new entry in
numerical order to read as follows:
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§73.3500 Application and report forms.

Form

number Title
175 ... Application to Participate in an
FCC Auction
* * * * *

8. Section 73.3522 is revised to read
as follows:

§73.3522 Amendment of applications.

(a) Broadcast services subject to
competitive bidding. (1) Applicants in
all broadcast services subject to
competitive bidding will be subject to
the provisions of §§ 73.5002 and
1.2105(b) regarding the modification of
their short-form applications.

(2) Subject to the provision of
§73.5005, if it is determined that a long
form application submitted by a
winning bidder or a non-mutually
exclusive applicant for a new station or
a major change in an existing station in
all broadcast services subject to
competitive bidding is substantially
complete, but contains any defect,
omission, or inconsistency, a deficiency
letter will be issued affording the
applicant an opportunity to correct the
defect, omission or inconsistency.
Amendments may be filed pursuant to
the deficiency letter curing any defect,
omission or inconsistency identified by
the Commission, or to make minor
modifications to the application, or
pursuant to 8 1.65. Such amendments
should be filed in accordance with
§73.3513. If a petition to deny has been
filed, the amendment shall be served on
the petitioner.

(3) Subject to the provisions of
§873.3571, 73.3572 and 73.3573,
deficiencies, omissions or
inconsistencies in long-form
applications may not be cured by major
amendment. The filing of major
amendments to long-form applications
is not permitted. An application will be
considered to be newly filed if it is
amended by a major amendment.

(4) Paragraph (a) of this section is not
applicable to applications for minor
modifications of facilities in the non-
reserved FM broadcast service, nor to
any application for a reserved band FM
station.

(b) Reserved band FM and reserved
noncommercial educational television
stations.—(1) Predesignation
amendments. Subject to the provisions
of §873.3525, 73.3572, 73.3573 and
73.3580, mutually exclusive broadcast
applications for reserved band FM
stations and television stations on a
reserved channel may be amended as a
matter of right by the date specified (not

less than 30 days after issuance) in the
FCC’s Public Notice announcing the
acceptance for filing of the last-filed
mutually exclusive application.
Subsequent amendments prior to
designation of the proceeding for
hearing will be considered only upon a
showing of good cause for late filing or
pursuant to §1.65 or § 73.3514.
Unauthorized or untimely amendments
are subject to return by the FCC'’s staff
without consideration.

(2) Postdesignation amendments. (i)
Except as provided in paragraph (ii) of
this section, requests to amend an
application after it has been designated
for hearing will be considered only
upon written petition properly served
upon the parties of record in accordance
with 81.47 and, where applicable,
compliance with the provisions of
§73.3525, and will be considered only
upon a showing of good cause for late
filing. In the case of requests to amend
the engineering proposal (other than to
make changes with respect to the type
of equipment specified), good cause will
be considered to have been shown only
if, in addition to the usual good cause
consideration, it is demonstrated:

(A) That the amendment is
necessitated by events which the
applicant could not reasonably have
foreseen (e.g., notification of a new
foreign station or loss of transmitter site
by condemnation); and

(B) That the amendment does not
require an enlargement of issues or the
addition of new parties to the
proceeding.

(if) In comparative broadcast cases
(including comparative renewal
proceedings), amendments relating to
issues first raised in the designation
order may be filed as a matter of right
within 30 days after that Order or a
summary thereof is published in the
Federal Register, or by a date certain to
be specified in the Order.

(iii) Notwithstanding the provisions of
paragraphs (b)(2)(i) and (b)(2)(ii) of this
section, and subject to compliance with
the provisions of § 73.3525, a petition
for leave to amend may be granted,
provided it is requested that the
application as amended be removed
from the hearing docket and returned to
the processing line. (c) Minor
modifications of facilities in the non-
reserved FM broadcast service.

(1) Subject to the provisions of
8§73.3525, 73.3573, and 73.3580, for a
period of 30 days following the FCC’s
issuance of a Public Notice announcing
the tender of an application for minor
modification of a non-reserved band FM
station, (other than Class D stations),
minor amendments may be filed as a
matter of right.

(2) For applications received on or
after August 7, 1992, an applicant
whose application is found to meet
minimum filing requirements, but
nevertheless is not complete and
acceptable, shall have the opportunity
during the period specified in the FCC
staff’s deficiency letter to correct all
deficiencies in the tenderability and
acceptability of the underlying
application, including any deficiency
not specifically identified by the staff.
[For minimum filing requirements see
§73.3564(a). Examples of tender defects
appear at 50 FR 19936 at 19945-46 (May
13, 1985), reprinted as Appendix D,
Report and Order, MM Docket No. 91—
347, 7 FCC Rcd 5074, 5083—-88 (1992).
For examples of acceptance defects, see
49 FR 47331.] Prior to the end of the
period specified in the deficiency letter,
a submission seeking to correct a tender
and/or acceptance defect in an
application meeting minimum filing
requirements will be treated as an
amendment for good cause if it would
successfully and directly correct the
defect. Other amendments submitted
prior to grant will be considered only
upon a showing of good cause for late
filing or pursuant to §1.65 or § 73.3514.

(3) Unauthorized or untimely
amendments are subject to return by the
Commission without consideration.
However, an amendment to a non-
reserved band application will not be
accepted if the effect of such
amendment is to alter the proposed
facility’s coverage area so as to produce
a conflict with an applicant who files
subsequent to the initial applicant but
prior to the amendment application.
Similarly, an applicant subject to “first
come/first serve” processing will not be
permitted to amend its application and
retain filing priority if the result of such
amendment is to alter the facility’s
coverage area so as to produce a conflict
with an applicant which files
subsequent to the initial applicant but
prior to the amendment.

Note 1 to § 73.3522: When two or more
broadcast applications are tendered for filing
which are mutually exclusive with each
other but not in conflict with any previously
filed applications which have been accepted
for filing, the FCC, where appropriate, will
announce acceptance of the earliest tendered
application and place the later filed
application or applications on a subsequent
public notice of acceptance for filing in order
to establish a deadline for the filing of
amendments as a matter of right for all
applicants in the group.

9. Section 73.3525 is amended by
revising paragraphs (c) and (d) and
adding paragraph (1) to read as follows:
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§73.3525 Agreements for removing
application conflicts.
* * * * *

(c) Except where a joint request is
filed pursuant to paragraph (a) of this
section, any applicant filing an
amendment pursuant to 88 73.3522(b)(1)
and (c), or a request for dismissal
pursuant to §8 73.3568(b)(1) and (c),
which would remove a conflict with
another pending application; or a
petition for leave to amend pursuant to
§73.3522(b)(2) which would permit a
grant of the amended application or an
application previously in conflict with
the amended application; or a request
for dismissal pursuant to
§73.3568(b)(2), shall file with it an
affidavit as to whether or not
consideration (including an agreement
for merger of interests) has been
promised to or received by such
applicant, directly or indirectly, in
connection with the amendment,
petition or request.

(d) Upon the filing of a petition for
leave to amend or to dismiss an
application for broadcast facilities
which has been designated for hearing
or upon the dismissal of such
application on the FCC’s own motion
pursuant to § 73.3568, each applicant or
party remaining in hearing, as to whom
a conflict would be removed by the
amendment or dismissal shall submit
for inclusion in the record of that
proceeding an affidavit stating whether
or not he has directly or indirectly paid
or promised consideration (including an
agreement for merger of interests) in
connection with the removal of such
conflict.

* * * * *

(I) The prohibition of collusion as set
forth in 88 1.2105(c) and 73.5002 of this
section, which becomes effective upon
the filing of short-form applications,
shall apply to all broadcast services
subject to competitive bidding.

10. Section 73.3564 is revised to read
as follows:

§73.3564 Acceptance of applications.

(a)(1) Applications tendered for filing
are dated upon receipt and then
forwarded to the Mass Media Bureau,
where an administrative examination is
made to ascertain whether the
applications are complete. Except for
applications for minor modifications of
facilities in the non-reserved FM band,
as defined in §73.3573(a)(2), long form
applications subject to the provisions of
§73.5005 found to be complete or
substantially complete are accepted for
filing and are given file numbers. In the
case of minor defects as to
completeness, a deficiency letter will be
issued and the applicant will be

required to supply the missing or
corrective information. Applications
that are not substantially complete will
not be considered and will be returned
to the applicant.

(2) In the case of minor modifications
of facilities in the non-reserved FM
band, applications will be placed on
public notice if they meet the following
two-tiered minimum filing requirement
as initially filed in first come/first
served proceedings:

(i) The application must include:

(A) Applicant’s name and address,

(B) Applicant’s original signature,

(C) Principal community,

(D) Channel or frequency,

(E) Class of station, and

(F) Transmitter site coordinates; and

(if) The application must not omit
more than 3 of the second tier items
specified in appendix C, Report and
Order, MM Docket No. 91-347, FCC 92—
328, 7 FCC Rcd 5074 (1992).
Applications found not to meet
minimum filing requirements will be
returned to the applicant. Applications
found to meet minimum filing
requirements, but that contain
deficiencies in tender and/or acceptance
information, shall be given an
opportunity for corrective amendment
pursuant to 8 73.3522. Applications
found to be substantially complete and
in accordance with the Commission’s
core legal and technical requirements
will be accepted for filing. Applications
with uncorrected tender and/or
acceptance defects remaining after the
opportunity for corrective amendment
will be dismissed with no further
opportunity for corrective amendment.

(b) Acceptance of an application for
filing merely means that it has been the
subject of a preliminary review by the
FCC’s administrative staff as to
completeness. Such acceptance will not
preclude the subsequent dismissal of
the application if it is found to be
patently not in accordance with the
FCC’s rules.

(c) At regular intervals, the FCC will
issue a Public Notice listing all long
form applications which have been
accepted for filing. Pursuant to
§§73.3571(h), 73.3572, and 73.3573(f),
such notice shall establish a cut-off date
for the filing of petitions to deny. With
respect to reserved band FM
applications, the Public Notice shall
also establish a cut-off date for the filing
of mutually exclusive applications
pursuant to 8 73.3573(e). However, no
application will be accepted for filing
unless certification of compliance with
the local notice requirements of
§73.3580(h) has been made in the
tendered application.

(d) The FCC will specify by Public
Notice, pursuant to § 73.5002, a period
for filing applications for new stations
or for major modifications in the
facilities of an existing station. Except
for reserved band FM stations and TV
stations on reserved noncommercial
educational channels, applications for
new and major modifications in
facilities will be accepted only during
these window filing periods specified
by the Commission.

(e) Applications for minor
modification of facilities may be
tendered at any time, unless restricted
by the FCC. These applications will be
processed on a “first come/first served”
basis and will be treated as
simultaneously tendered if filed on the
same day. Any applications received
after the filing of a lead application will
be grouped according to filing date, and
placed in a queue behind the lead
applicant. The FCC will periodically
release a Public Notice listing those
minor modification of facilities
applications accepted for filing.

(f) If a non-reserved band FM channel
allotment becomes vacant, after the
grant of a construction permit becomes
final, because of a lapsed construction
permit or for any other reason, the FCC
will, by Public Notice, announce a
subsequent filing window for the
acceptance of new applications for such
channels.

(9) Applications for operation in the
1605-1705 kHz band will be accepted
only if filed pursuant to the terms of
§73.30(b).

11. Section 73.3568 is revised to read
as follows:

§73.3568 Dismissal of applications.

(a) (1) Failure to prosecute an
application, or failure to respond to
official correspondence or request for
additional information, will be cause for
dismissal.

(2) Applicants in all broadcast
services subject to competitive bidding
will be subject to the provisions of
8§73.5002 and 1.2105(b) regarding the
dismissal of their short-form
applications.

(3) Applicants in all broadcast
services subject to competitive bidding
will be subject to the provisions of
§873.5004, 73.5005 and 1.2104(g)
regarding the dismissal of their long-
form applications and the imposition of
applicable withdrawal, default and
disqualification payments.

(b) (1) Subject to the provisions of
§73.3525, dismissal of applications for
channels reserved for noncommercial
educational use will be without
prejudice where an application has not
yet been designated for hearing, but may
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be made with prejudice after
designation for hearing.

(2) Subject to the provisions of
§73.3525, requests to dismiss an
application for a channel reserved for
noncommercial educational use,
without prejudice, after it has been
designated for hearing, will be
considered only upon written petition
properly served upon all parties of
record. Such requests shall be granted
only upon a showing that the request is
based on circumstances wholly beyond
the applicant’s control which preclude
further prosecution of his application.

(c) Subject to the provisions of
8§73.3523 and 73.3525, any application
for minor modification of facilities may,
upon request of the applicant, be
dismissed without prejudice as a matter
of right.

(d) An applicant’s request for the
return of an application that has been
accepted for filing will be regarded as a
request for dismissal.

12. Section 73.3571 is revised to read
as follows:

§73.3571 Processing of AM broadcast
station applications.

(a) Applications for AM broadcast
facilities are divided into three groups.

(1) In the first group are applications
for new stations or for major changes in
the facilities of authorized stations. A
major change for an AM station
authorized under this part is any
increase in power, except where
accompanied by a complimentary
reduction of antenna efficiency which
leads to the same amount, or less,
radiation in all directions (in the
horizontal and vertical planes when
skywave propagation is involved, and in
the horizontal plane only for daytime
considerations), relative to the presently
authorized radiation levels, or any
change in frequency, hours of operation,
or community of license. A major
change in ownership is a situation
where the original party or parties to the
application do not retain more than
50% ownership interest in the
application as originally filed.

(2) The second group consists of
applications for licenses and all other
changes in the facilities of authorized
stations.

(3) The third group consists of
applications for operation in the 1605—
1705 kHz band which are filed
subsequent to FCC notification that
allotments have been awarded to
petitioners under the procedure
specified in §73.30.

(b)(1) The FCC may, after acceptance
of an application for modification of
facilities, advise the applicant that such
application is considered to be one for

a major change and therefore is subject
to the provisions of §§ 73.3522, 73.3580
and 1.1111 of this chapter pertaining to
major changes. Such major modification
applications will be dismissed as set
forth in paragraph (h)(1)(i) of this
section.

(2) An amendment to an application
which would effect a major change, as
defined in paragraph (a)(1) of this
section, will not be accepted except as
provided for in paragraph (h)(1)(i) of
this section.

(c) An application for changes in the
facilities of an existing station will
continue to carry the same file number
even though (pursuant to FCC approval)
an assignment of license or transfer of
control of said licensee or permittee has
taken place if, upon consummation, the
application is amended to reflect the
new ownership.

(d) If, upon examination, the FCC
finds that the public interest,
convenience and necessity will be
served by the granting of an application,
the same will be granted. If the FCC is
unable to make such a finding and it
appears that a hearing may be required,
the procedure set forth in §73.3593 will
be followed.

(e) Applications proposing to increase
the power of an AM station are subject
to the following requirements:

(1) In order to be acceptable for filing,
any application which does not involve
a change in site must propose at least a
20% increase in the station’s nominal
power.

(2) Applications involving a change in
site are not subject to the requirements
in paragraph (e)(1) of this section.

(3) Applications for nighttime power
increases for Class D stations are not
subject to the requirements of this
section and will be processed as minor
changes.

(4) The following special procedures
will be followed in authorizing Class 11—
D daytime-only stations on 940 and
1550 kHz, and Class Ill daytime-only
stations on the 41 regional channels
listed in §73.26(a), to operate
unlimited-time.

(i) Each eligible daytime-only station
in the foregoing categories will receive
an Order to Show Cause why its license
should not be modified to specify
operation during nighttime hours with
the facilities it is licensed to start using
at local sunrise, using the power stated
in the Order to Show Cause, that the
Commission finds is the highest
nighttime level—not exceeding 0.5
kW—at which the station could operate
without causing prohibited interference
to other domestic or foreign stations, or
to co-channel or adjacent channel

stations for which pending applications
were filed before December 1, 1987.

(i) Stations accepting such
modification shall be reclassified. Those
authorized in such Show Cause Orders
to operate during nighttime hours with
a power of 0.25 kW or more, or with a
power that, although less than 0.25 kW,
is sufficient to enable them to attain
RMS field strengths of 141 mV/m or
more at 1 kilometer, shall be
redesignated as Class I1-B stations if
they are assigned to 940 or 1550 kHz,
and as unlimited-time Class Ill stations
if they are assigned to regional channels.

(iii) Stations accepting such
modification that are authorized to
operate during nighttime hours at
powers less than 0.25 kW, and that
cannot with such powers attain RMS
field strengths of 141 mV/m or more at
1 kilometer, shall be redesignated as
Class I1-S stations if they are assigned
to 940 or 1550 kHz, and as Class II1-S
stations if they are assigned to regional
channels.

(iv) Applications for new stations may
be filed at any time on 940 and 1550
kHz and on the regional channels. Also,
stations assigned to 940 or 1550 kHz, or
to the regional channels, may at any
time, regardless of their classifications,
apply for power increases up to the
maximum generally permitted. Such
applications for new or changed
facilities will be granted without taking
into account interference caused to
Class I1-S or Class IlI-S stations, but
will be required to show interference
protection to other classes of stations,
including stations that were previously
classified as Class 11-S or Class I11-S,
but were later reclassified as Class 11-B
or Class Il unlimited-time stations as a
result of subsequent facilities
modifications that permitted power
increases qualifying them to discontinue
their **S” subclassification.

(f) Applications for minor
modifications for AM broadcast stations,
as defined in paragraph (a)(2) of this
section, may be filed at any time, unless
restricted by the FCC, and, generally
will be processed in the order in which
they are tendered. The FCC will
periodically release a Public Notice
listing those applications accepted for
filing. Any such applications found to
be mutually exclusive must be resolved
through settlement or technical
amendment.

(9) Applications for change of license
to change hours of operation of a Class
C AM broadcast station, to decrease
hours of operation of any other class of
station, or to change station location
involving no change in transmitter site
will be considered without reference to
the processing line.
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(h) Processing new and major AM
broadcast station applications. (1)(i)
The FCC will specify by Public Notice,
pursuant to 8 73.5002, a period for filing
AM applications for a new station or for
major modifications in the facilities of
an authorized station. AM applications
for new facilities or for major
modifications will be accepted only
during these specified periods.
Applications submitted prior to the
appropriate filing period or “window”
opening date identified in the Public
Notice will be returned as premature.
Applications submitted after the
specified deadline will be dismissed
with prejudice as untimely.

(ii) Such AM applicants will be
subject to the provisions of §§1.2105
and 73.5002 regarding the submission of
the short-form application, FCC Form
175, and all appropriate certifications,
information and exhibits contained
therein. To determine which AM
applications are mutually exclusive, AM
applicants must submit the engineering
data contained in FCC Form 301 as a
supplement to the short-form
application. Such engineering data will
not be studied for technical
acceptability, but will be protected from
subsequently filed applications as of the
close of the window filing period.
Determinations as to the acceptability or
grantability of an applicant’s proposal
will not be made prior to an auction.

(iii) AM applicants will be subject to
the provisions of §81.2105 and 73.5002
regarding the modification and
dismissal of their short-form
applications.

(2) Subsequently, the FCC will release
Public Notices:

(i) identifying the short-form
applications received during the
window filing period which are found
to be mutually exclusive;

(i) establishing a date, time and place
for an auction;

(iii) providing information regarding
the methodology of competitive bidding
to be used in the upcoming auction, bid
submission and payment procedures,
upfront payment procedures, upfront
payment deadlines, minimum opening
bid requirements and applicable reserve
prices in accordance with the provisions
of §73.5002;

(iv) identifying applicants who have
submitted timely upfront payments and,
thus, are qualified to bid in the auction.

(3) If, during the window filing
period, the FCC receives non-mutually
exclusive AM applications, a Public
Notice will be released identifying the
non-mutually exclusive applicants, who
will be required to submit the
appropriate long form application
within 30 days of the Public Notice and

pursuant to the provisions of
§73.5005(d). These non-mutually
exclusive applications will be processed
and the FCC will periodically release a
Public Notice listing such non-mutually
exclusive applications determined to be
acceptable for filing and announcing a
date by which petitions to deny must be
filed in accordance with the provisions
of §873.5006 and 73.3584. If the
applicant is duly qualified, and upon
examination, the FCC finds that the
public interest, convenience and
necessity will be served by the granting
of the non-mutually exclusive long form
application, the same will be granted.

(4)(i) The auction will be held
pursuant to the procedures set forth in
§§1.2101 et seq. and 73.5000 et seq.
Subsequent to the auction, the FCC will
release a Public Notice announcing the
close of the auction and identifying the
winning bidders. Winning bidders will
be subject to the provisions of §§1.2107
and 73.5003 regarding down payments
and will be required to submit the
appropriate down payment within 10
business days of the Public Notice.
Pursuant to §§1.2107 and 73.5005, a
winning bidder that meets its down
payment obligations in a timely manner
must, within 30 days of the release of
the Public Notice announcing the close
of the auction, submit the appropriate
long-form application for each
construction permit for which it was the
winning bidder. Long-form applications
filed by winning bidders shall include
the exhibits identified in § 73.5005(a).

(ii) These applications will be
processed and the FCC will periodically
release a Public Notice listing such
applications that have been accepted for
filing and announcing a date by which
petitions to deny must be filed in
accordance with the provisions of
§§73.5006 and 73.3584. If the applicant
is duly qualified, and upon
examination, the FCC finds that the
public interest, convenience and
necessity will be served by the granting
of the winning bidder’s long-form
application, a Public Notice will be
issued announcing that the construction
permit is ready to be granted. Each
winning bidder shall pay the balance of
its winning bid in a lump sum within
10 business days after release of the
Public Notice, as set forth in
8§1.2109(a) and 73.5003. Construction
permits will be granted by the
Commission following the receipt of the
full payment.

(iii) All long-form applications will be
cutoff as of the date of filing with the
FCC and will be protected from
subsequently filed long-form
applications. Applications will be
required to protect all previously filed

commercial and nhoncommercial
applications. Winning bidders filing
long-form applications may change the
technical proposals specified in their
previously submitted short-form
applications, but such change may not
constitute a major change. If the
submitted long-form application would
constitute a major change from the
proposal submitted in the short-form
application, the long-form application
will be returned pursuant to paragraph
(h)(2)(i) of this section.

(i) In order to grant a major or minor
change application made contingent
upon the grant of another licensee’s
request for a facility modification, the
Commission will not consider mutually
exclusive applications by other parties
that would not protect the currently
authorized facilities of the contingent
applicants. Such major change
applications remain, however, subject to
the provisions of §§ 73.3580 and 1.1111.
The Commission shall grant contingent
requests for construction permits for
station modifications only upon a
finding that such action will promote
the public interest, convenience and
necessity.

13. Section 73.3572 is revised to read
as follows:

§73.3572 Processing of TV broadcast, low
power TV, TV translator and TV booster
station applications.

(a) Applications for TV stations are
divided into two groups:

(1) In the first group are applications
for new stations or major changes in the
facilities of authorized stations. A major
change for TV broadcast stations
authorized under this part is any change
in frequency or community of license
which is in accord with a present
allotment contained in the Table of
Allotments (8§ 73.606). Other requests for
change in frequency or community of
license for TV broadcast stations must
first be submitted in the form of a
petition for rulemaking to amend the
Table of Allotments. In the case of low
power TV, TV translator, and TV
booster stations authorized under part
74 of this chapter, a major change is any
change in:

(i) Frequency (output channel)
assignment (does not apply to TV
boosters);

(i) Transmitting antenna system
including the direction of the radiation,
directive antenna pattern or
transmission line;

(iii) Antenna height;

(iv) Antenna location exceeding 200
meters; or

(v) Authorized operating power.

(2) However, if the proposed
modification of facilities, other than a
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change in frequency, will not increase
the signal range of the low power TV,
TV translator or TV booster station in
any horizontal direction, the
modification will not be considered a
major change.

(i) Provided that in the case of an
authorized low power TV, TV translator
or TV booster which is predicted to
cause or receive interference to or from
an authorized TV broadcast station
pursuant to 8 74.705 or interference
with broadcast or other services under
§74.703 or §74.709, that an application
for a change in output channel, together
with technical modifications which are
necessary to avoid interference
(including a change in antenna location
of less than 16.1 km), will not be
considered as an application for a major
change in those facilities.

(ii) Provided further, that a low power
TV, TV translator or TV booster station:
authorized on a channel from channel
60 to 69, or which is causing or
receiving interference or is predicted to
cause or receive interference to or from
an authorized DTV station pursuant to
§74.706, or which is located within the
distances specified below in paragraph
(iii) of this section to the coordinates of
co-channel DTV authorizations (or
allotment table coordinates if there are
no authorized facilities at different
coordinates), may at any time file a
displacement relief application for a
change in output channel, together with
any technical modifications which are
necessary to avoid interference or
continue serving the station’s protected
service area. Such an application will
not be considered as an application for
a major change in those facilities. Where
such an application is mutually
exclusive with applications for new low
power TV, TV translator or TV booster
stations, or with other nondisplacement
relief applications for facilities
modifications, priority will be afforded
to the displacement application(s) to the
exclusion of the other applications.

(iii)(A) The geographic separations to
co-channel DTV facilities or allotment
reference coordinates, as applicable,
within which to qualify for
displacement relief are the following:

(1) Stations on UHF channels: 265 km
(162 miles)

(2) Stations on VHF channels 2—-6: 280
km (171 miles)

(3) Stations on VHF channels 7-13:
260 km (159 miles)

(B) Engineering showings of predicted
interference may also be submitted to
justify the need for displacement relief.

(iv) Provided further, that the FCC
may, within 15 days after acceptance of
any other application for modification
of facilities, advise the applicant that

such application is considered to be one
for a major change and therefore subject
to the provisions of §§73.3522, 73.3580,
and 1.1111 of this chapter pertaining to
major changes. Such major modification
applications filed for low power TV, TV
translator, TV booster stations, and for
a non-reserved television allotment, are
subject to competitive bidding
procedures and will be dismissed if
filed outside a specified filing period.
See 47 CFR 73.5002(a).

(b) A new file number will be
assigned to an application for a new
station or for major changes in the
facilities of an authorized station, when
it is amended so as to effect a major
change, as defined in paragraph (a)(1) of
this section, or result in a situation
where the original party or parties to the
application do not retain more than
50% ownership interest in the
application as originally filed and
§73.3580 will apply to such amended
application. An application for change
in the facilities of any existing station
will continue to carry the same file
number even though (pursuant to FCC
approval) an assignment of license or
transfer of control of such licensee or
permittee has taken place if, upon
consummation, the application is
amended to reflect the new ownership.

(c) Amendments to low power TV, TV
translator, TV booster stations, or non-
reserved television applications, which
would require a new file number
pursuant to paragraph (b) of this section,
are subject to competitive bidding
procedures and will be dismissed if
filed outside a specified filing period.
See 47 CFR 73.5002(a). When an
amendment to an application for a
reserved television allotment would
require a new file number pursuant to
paragraph (b) of this section, the
applicant will have the opportunity to
withdraw the amendment at any time
prior to designation for a hearing if
applicable; and may be afforded, subject
to the discretion of the Administrative
Law Judge, an opportunity to withdraw
the amendment after designation for a
hearing.

(d) Applications for TV stations on
reserved noncommercial educational
channels will be processed as nearly as
possible in the order in which they are
filed. Such applications will be placed
in the processing line in numerical
sequence, and will be drawn by the staff
for study, the lowest file number first.

In order that those applications which
are entitled to be grouped for processing
may be fixed prior to the time
processing of the earliest filed
application is begun, the FCC will
periodically release a Public Notice
listing applications which have been

accepted for filing and announcing a
date (not less than 30 days after
issuance) on which the listed
applications will be considered
available and ready for processing and
by which all mutually exclusive
applications and petitions to deny the
listed applications must be filed.

(e)(1) The FCC will specify by Public
Notice, pursuant to § 73.5002, a period
for filing applications for a new non-
reserved television, low power TV and
TV translator stations or for major
modifications in the facilities of such
authorized station.

(2) Such applicants shall be subject to
the provisions of §§1.2105 and
competitive bidding procedures. See 47
CFR 73.5000 et seq.

(f) Applications for minor
modifications for television broadcast,
low power television and TV translator
stations, as defined in paragraph (a)(2)
of this section, may be filed at any time,
unless restricted by the FCC, and,
generally, will be processed in the order
in which they are tendered.

(9) TV booster station applications
may be filed at any time. Subsequent to
filing, the FCC will release a Public
Notice accepting for filing and
proposing for grant those applications
which are not mutually exclusive with
any other TV translator, low power TV,
or TV booster application, and
providing for the filing of Petitions To
Deny pursuant to § 73.3584.

14. Section 73.3573 is revised to read
as follows:

§73.3573 Processing FM broadcast
station applications.

(a) Applications for FM broadcast
stations are divided into two groups:

(1) In the first group are applications
for new stations or for major changes in
the facilities of authorized stations. A
major change for an FM station
authorized under this part is any change
in frequency or community of license
which is in accord with a present
allotment contained in the Table of
Allotments (8 73.202(b)). A licensee or
permittee may seek the higher or lower
class adjacent channel, intermediate
frequency or co-channel or the same
class adjacent channel of its existing FM
broadcast station authorization by filing
a minor change application. Other
requests for change in frequency or
community of license for FM stations
must first be submitted in the form of a
petition for rulemaking to amend the
Table of Allotments. Long-form
applications submitted pursuant to
§73.5005 for a new FM broadcast
service may propose a higher or lower
class adjacent channel, intermediate
frequency or co-channel. For
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noncommercial educational FM
stations, a major change is any change
in frequency or community of license or
any change in power or antenna
location or height above average terrain
(or combination thereof) which would
result in a change of 50% or more in the
area within the station’s predicted 1
mV/m field strength contour. (A change
in area is defined as the sum of the area
gained and the area lost as a percentage
of the original area.) A major change in
ownership is a situation where the
original party or parties to the
application do not retain more than
50% ownership interest in the
application as originally filed.

(2) The second group consists of
applications for licenses and all other
changes in the facilities of authorized
stations.

(b)(1) The FCC may, after the
acceptance of an application for
modification of facilities, advise the
applicant that such application is
considered to be one for a major change
and therefore subject to the provisions
of 8§§73.3522, 73.3580 and 1.1111 of
this chapter pertaining to major
changes. Such major modification
applications in the non-reserved band
will be dismissed as set forth in
paragraph (f)(2)(i) of this section.

(2) An amendment to a non-reserved
band application which would effect a
major change, as defined in paragraph
(a)(2) of this section, will not be
accepted, except as provided for in
paragraph (f)(2)(i) of this section.

(3) A new file number will be
assigned to a reserved band application
for a new station or for major changes
in the facilities of an authorized station,
when it is amended so as to effect a
major change, as defined in paragraph
(2)(2) of this section. Where an
amendment to a reserved band
application would require a new file
number, the applicant will have the
opportunity to withdraw the
amendment at any time prior to
designation for hearing, if applicable;
and may be afforded, subject to the
discretion of the Administrative Law
Judge, an opportunity to withdraw the
amendment after designation for
hearing.

(c) An application for changes in the
facilities of any existing station will
continue to carry the same file number
even though (pursuant to FCC approval)
an assignment of license or transfer of
control of such licensee or permittee has
taken place if, upon consummation, the
application is amended to reflect the
new ownership.

(d) If, upon examination, the FCC
finds that the public interest,
convenience and necessity will be

served by the granting of an application
for FM broadcast facilities, the same
will be granted. If the FCC is unable to
make such a finding and it appears that
a hearing may be required, the
procedure given in § 73.3593 will be
followed.

(e) Applications for reserved band and
Class D FM broadcast stations will be
processed as nearly as possible in the
order in which they are filed. Such
applications will be placed in the
processing line in numerical sequence,
and will be drawn by the staff for study,
the lowest file number first. In order
that those applications which are
entitled to be grouped for processing
may be fixed prior to the time
processing of the earliest filed
application is begun, the FCC will
periodically release a Public Notice
listing applications which have been
accepted for filing and announcing a
date (not less than 30 days after
publication) on which the listed
applications will be considered
available and ready for processing and
by which all mutually exclusive
applications and/or petitions to deny
the listed applications must be filed.

(f) Processing non-reserved FM
broadcast station applications. (1)
Applications for minor modifications
for non-reserved FM broadcast stations,
as defined in paragraph (a)(2) of this
section, may be filed at any time, unless
restricted by the FCC, and, generally,
will be processed in the order in which
they are tendered. The FCC will
periodically release a Public Notice
listing those applications accepted for
filing. Processing of these applications
will be on a “first come/first serve”
basis with the first acceptable
application cutting off the filing rights
of subsequent applicants. All
applications received on the same day
will be treated as simultaneously
tendered and, if they are found to be
mutually exclusive, must be resolved
through settlement or technical
amendment. Applications received after
the tender of a lead application will be
grouped, according to filing date,
behind the lead application in a queue.
The priority rights of the lead applicant,
as against all other applicants, are
determined by the date of filing, but the
filing date for subsequent applicants for
that channel and community only
reserves a place in the queue. The rights
of an applicant in a queue ripen only
upon a final determination that the lead
applicant is unacceptable and if the
gueue member is reached and found
acceptable. The queue will remain
behind the lead applicant until a
construction permit is finally granted, at
which time the queue dissolves.

(2) (i) The FCC will specify by Public
Notice, pursuant to § 73.5002(a), a
period for filing non-reserved band FM
applications for a new station or for
major modifications in the facilities of
an authorized station. FM applications
for new facilities or for major
modifications will be accepted only
during the appropriate filing period or
“window.” Applications submitted
prior to the window opening date
identified in the Public Notice will be
returned as premature. Applications
submitted after the specified deadline
will be dismissed with prejudice as
untimely.

(ii) Such FM applicants will be
subject to the provisions of §§1.2105
and 73.5002 regarding the submission of
the short-form application, FCC Form
175, and all appropriate certifications,
information and exhibits contained
therein. FM applicants may submit a set
of preferred site coordinates as a
supplement to the short-form
application. Any specific site indicated
by FM applicants will not be studied for
technical acceptability, but will be
protected from subsequently filed
applications as a full-class facility as of
the close of the window filing period.
Determinations as to the acceptability or
grantability of an applicant’s proposal
will not be made prior to an auction.

(iii) FM applicants will be subject to
the provisions of §81.2105 and
73.5002(c) regarding the modification
and dismissal of their short-form
applications.

(3) Subsequently, the FCC will release
Public Notices:

(i) identifying the short-form
applications received during the
window filing period which are found
to be mutually exclusive;

(ii) establishing a date, time and place
for an auction;

(iii) providing information regarding
the methodology of competitive bidding
to be used in the upcoming auction, bid
submission and payment procedures,
upfront payment procedures, upfront
payment deadlines, minimum opening
bid requirements and applicable reserve
prices in accordance with the provisions
of §73.5002;

(iv) identifying applicants who have
submitted timely upfront payments and,
thus, are qualified to bid in the auction.

(4) If, after the close of the appropriate
window filing period, a non-reserved
FM allotment remains vacant, the
window remains closed until the FCC,
by Public Notice, specifies a subsequent
period for filing non-reserved band FM
applications for a new station or for
major modifications in the facilities of
an authorized station pursuant to
paragraph (f)(2)(i) of this section. If,
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during the window filing period, the
FCC receives only one application for
any non-reserved FM allotment, a
Public Notice will be released
identifying the non-mutually exclusive
applicant, who will be required to
submit the appropriate long-form
application within 30 days of the Public
Notice and pursuant to the provisions of
§73.5005. These non-mutually
exclusive applications will be processed
and the FCC will periodically release a
Public Notice listing such non-mutually
exclusive applications determined to be
acceptable for filing and announcing a
date by which petitions to deny must be
filed in accordance with the provisions
of 88 73.5006 and 73.3584 of this
chapter. If the applicant is duly
qualified, and upon examination, the
FCC finds that the public interest,
convenience and necessity will be
served by the granting of the non-
mutually exclusive long-form
application, it will be granted.

(5)(i) The auction will be held
pursuant to the procedures set forth in
8§1.2101 et seq. and 73.5000 et seq.
Subsequent to the auction, the FCC will
release a Public Notice announcing the
close of the auction and identifying the
winning bidders. Winning bidders will
be subject to the provisions of §§1.2107
and 73.5003 regarding down payments
and will be required to submit the
appropriate down payment within 10
business days of the Public Notice.
Pursuant to §§1.2107 and 73.5005, a
winning bidder that meets its down
payment obligations in a timely manner
must, within 30 days of the release of
the public notice announcing the close
of the auction, submit the appropriate
long-form application for each
construction permit for which it was the
winning bidder. Long-form applications
filed by winning bidders shall include
the exhibits identified in § 73.5005(a).

(ii) These applications will be
processed and the FCC will periodically
release a Public Notice listing such
applications that have been accepted for
filing and announcing a date by which
petitions to deny must be filed in
accordance with the provisions of
8§ 73.5006 and 73.3584 of this chapter.
If the applicant is duly qualified, and
upon examination, the FCC finds that
the public interest, convenience and
necessity will be served by the granting
of the winning bidder’s long-form
application, a Public Notice will be
issued announcing that the construction
permit is ready to be granted. Each
winning bidder shall pay the balance of
its winning bid in a lump sum within
10 business days after release of the
Public Notice, as set forth in
8§1.2109(a) and 73.5003(c).

Construction permits will be granted by
the Commission following the receipt of
the full payment.

(iii) All long-form applications will be
cut-off as of the date of filing with the
FCC and will be protected from
subsequently filed long-form
applications and rulemaking petitions.
Applications will be required to protect
all previously filed commercial and
noncommercial applications. Winning
bidders filing long-form applications
may change the technical proposals
specified in their previously submitted
short-form applications, but such
change may not constitute a major
change. If the submitted long-form
application would constitute a major
change from the proposal submitted in
the short-form application or the
allotment, the long-form application
will be returned pursuant to paragraph
(F(2)(i) of this section.

Note 1 to § 73.3573: Applications to modify
the channel and/or class of an FM broadcast
station to an adjacent channel, intermediate
frequency (IF) channel, or co-channel shall
not require any other amendments to the
Table of Allotments. Such applications may
resort to the provisions of the Commission’s
Rules permitting short spaced stations as set
forth in §73.215 as long as the applicant
shows by separate exhibit attached to the
application the existence of an allotment
reference site which meets the allotment
standards, the minimum spacing
requirements of § 73.207 and the city grade
coverage requirements of § 73.315. This
exhibit must include a site map or, in the
alternative, a statement that the transmitter
will be located on an existing tower.
Examples of unsuitable allotment reference
sites include those which are offshore, in a
national or state park in which tower
construction is prohibited, on an airport, or
otherwise in an area which would
necessarily present a hazard to air navigation.

Note 2 to § 73.3573: Processing of
applications for new low power educational
FM applications: Pending the Commission’s
restudy of the impact of the rule changes
pertaining to the allocations of 10-watt and
other low power noncommercial educational
FM stations, applications for such new
stations, or major changes in existing ones,
will not be accepted for filing. Exceptions
are: (1) In Alaska, applications for new Class
D stations or major changes in existing ones
are acceptable for filing; and (2) applications
for existing Class D stations to change
frequency are acceptable for filing. In (2),
upon the grant of such application, the
station shall become a Class D (secondary)
station. (See First Report and Order, Docket
20735, FCC 78-386, 43 FR 25821, and
Second Report and Order, Docket 20735, FCC
78-384, 43 FR 39704.) Effective date of this
FCC imposed “‘freeze’” was June 15, 1978.
Applications which specify facilities of at
least 100 watts effective radiated power will
be accepted for filing.

Note 3 to § 73.3573: For rules on
processing FM translator and booster
stations, see § 74.1233 of this chapter.

15. Add Subpart I, which includes
88§ 73.5000 through 73.5009, to read as
follows:

PART 73—RADIO BROADCAST
SERVICES

Subpart —Competitive Bidding Procedures

Sec.

73.5000 Services subject to competitive
bidding.

73.5001 Competitive bidding procedures.

73.5002 Bidding application and
certification procedures; prohibition of
collusion.

73.5003 Submission of upfront payments,
down payments and full payments.

73.5004 Bid withdrawal, default and
disqualification.

73.5005 Filing of long-form applications.

73.5006 Filing of petitions to deny against
long-form applications.

73.5007 Designated entity provisions.

73.5008 Definitions applicable for
designated entity provisions.

73.5009 Assignment or transfer of control.

Subpart —Competitive Bidding
Procedures

§73.5000 Services subject to competitive
bidding.

(a) Mutually exclusive applications
for new facilities and for major changes
to existing facilities in the following
broadcast services are subject to
competitive bidding: AM; FM; FM
translator; analog television; low power
television; and television translator.
Mutually exclusive applications for new
facilities and for major changes to
existing facilities in the Instructional
Television Fixed Service (ITFS) are also
subject to competitive bidding. The
general competitive bidding procedures
found in 47 CFR Part 1, Subpart Q will
apply unless otherwise provided in 47
CFR Part 73 and Part 74.

(b) Mutually exclusive applications
for broadcast channels in the reserved
portion of the FM band (Channels 200—
220) and for television broadcast
channels reserved for noncommercial
educational use are not subject to
competitive bidding procedures.

§73.5001 Competitive bidding procedures.

(a) Specific competitive bidding
procedures for broadcast service and
ITFS auctions will be set forth by public
notice prior to any auction. The
Commission may also design and test
alternative procedures, including
combinatorial bidding and real time
bidding. See 47 CFR 1.2103 and 1.2104.

(b) The Commission may utilize the
following competitive bidding
mechanisms in broadcast service and
ITFS auctions:
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(1) Sequencing. The Commission will
establish and may vary the sequence in
which broadcast service construction
permits and ITFS licenses will be
auctioned.

(2) Grouping. In the event the
Commission uses either a simultaneous
multiple round competitive bidding
design or combinatorial bidding in
broadcast service or ITFS auctions, the
Commission will determine which
construction permits or licenses will be
auctioned simultaneously or in
combination.

(3) Reservation price. The
Commission may establish a reservation
price, either disclosed or undisclosed,
below which a broadcast construction
permit or ITFS license subject to auction
will be not awarded.

(4) Minimum and maximum bid
increments. The Commission may, by
announcement before or during
broadcast service or ITFS auctions,
require minimum bid increments in
dollar or percentage terms. The
Commission may, by announcement
before or during broadcast service or
ITFS auctions, establish maximum bid
increments in dollar or percentage
terms.

(5) Minimum opening bids. The
Commission may establish a minimum
opening bid for each broadcast
construction permit or ITFS license
subject to auction.

(6) Stopping rules. The Commission
will establish stopping rules before or
during multiple round broadcast service
or ITFS auctions in order to terminate
the auction within a reasonable time.

(7) Activity rules. The Commission
will establish activity rules which
require a minimum amount of bidding
activity. In the event that the
Commission establishes an activity rule
in connection with a simultaneous
multiple round auction, each bidder
will be entitled to request and will be
automatically granted a certain number
of waivers of such rule during the
auction.

§73.5002 Bidding application and
certification procedures; prohibition of
collusion.

(a) Prior to any broadcast service or
ITFS auction, the Commission will issue
a public notice announcing the
upcoming auction and specifying the
period during which all applicants
seeking to participate in an auction
must file their applications for new
broadcast or ITFS facilities or for major
changes to existing facilities. Broadcast
service or ITFS applications for new
facilities or for major modifications will
be accepted only during these specified
periods. This initial and other public

notices will contain information about
the completion and submission of
applications to participate in the
broadcast or ITFS auction, any materials
that must accompany the applications,
and any filing fee that must accompany
the applications or any upfront
payments that will need to be
submitted. Such public notices will
also, in the event mutually exclusive
applications are filed for broadcast
construction permits or ITFS licenses,
contain information about the method of
competitive bidding to be used and
more detailed instructions on
submitting bids and otherwise
participating in the auction. In the event
applications are submitted that are not
mutually exclusive with any other
application in the same service, such
applications will be identified by public
notice and will not be subjected to
auction.

(b) To participate in broadcast service
or ITFS auctions, all applicants must
timely submit short-form applications
(FCC Form 175), along with all required
certifications, information and exhibits,
pursuant to the provisions of 47 CFR
1.2105(a) and any Commission public
notices. So determinations of mutual
exclusivity for auction purposes can be
made, applicants for non-table broadcast
services or for ITFS must also submit
the engineering data contained in the
appropriate FCC form (FCC Form 301,
FCC Form 346, FCC Form 349 or FCC
Form 330). Beginning January 1, 1999,
all short-form applications must be filed
electronically.

(c) Applicants in all broadcast service
or ITFS auctions will be subject to the
provisions of 47 CFR 1.2105(b)
regarding the modification and
dismissal of their short-form
applications. Notwithstanding the
general applicability of Section
1.2105(b) to broadcast and ITFS
auctions, applicants who file mutually
exclusive major modification
applications, or mutually exclusive
major modification and new station
applications, will be permitted to make
amendments to their engineering
submissions following the filing of their
short-form applications so as to resolve
their mutual exclusivity.

(d) The prohibition of collusion set
forth in 47 CFR 1.2105(c), which
becomes effective upon the filing of
short-form applications, shall apply to
all broadcast service or ITFS auctions.
Notwithstanding the general
applicability of Section 1.2105(c) to
broadcast and ITFS auctions, applicants
who file mutually exclusive major
modification applications, or mutually
exclusive major modifications and new
station applications, will be permitted

to resolve their mutual exclusivities by
means of engineering solutions or
settlements during a limited period after
the filing of short-form applications.
Such period will be further specified by
Commission public notices.

§73.5003 Submission of upfront
payments, down payments and full
payments.

(a) To be eligible to bid, each bidder
in every broadcast service or ITFS
auction shall submit an upfront
payment prior to the commencement of
bidding, as set forth in any public
notices and in accordance with 47 CFR
1.2106.

(b) Within ten (10) business days
following the close of bidding and
notification to the winning bidders,
each winning bidder in every broadcast
service or ITFS auction shall make a
down payment in an amount sufficient
to bring its total deposits up to twenty
(20) percent of its high bid(s), as set
forth in 47 CFR 1.2107(b).

(c) Each winning bidder in every
broadcast service or ITFS auction shall
pay the balance of its winning bid(s) in
a lump sum within ten (10) business
days after release of a public notice
announcing that the Commission is
prepared to award the construction
permit(s) or license(s), as set forth in 47
CFR 1.2109(a). If a winning bidder fails
to pay the balance of its winning bid in
a lump sum by the applicable deadline
as specified by the Commission, it will
be allowed to make payment within ten
(210) business days after the payment
deadline, provided that it also pays a
late fee equal to five (5) percent of the
amount due. Broadcast construction
permits and ITFS licenses will be
granted by the Commission following
the receipt of full payment.

§73.5004 Bid withdrawal, default and
disqualification.

(a) The Commission shall impose the
bid withdrawal, default and
disqualification payments set forth in 47
CFR 1.2104(g) upon bidders who
withdraw high bids during the course,
or after the close, of any broadcast
service or ITFS auction, who default on
payments due after an auction closes, or
who are disqualified. Bidders who are
found to have violated the antitrust laws
or the Commission’s rules in connection
with their participation in the
competitive bidding process may also be
subject to the remedies set forth in 47
CFR 1.2109(d).

(b) In the event of a default by or the
disqualification of a winning bidder in
any broadcast service or ITFS auction,
the Commission will follow the
procedures set forth in 47 CFR 1.2109
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(b)—(c) regarding the reauction of the
construction permit(s) or license(s) at
issue.

§73.5005 Filing of long-form applications.

(a) Within thirty (30) days following
the close of bidding and notification to
the winning bidders, each winning
bidder must submit an appropriate long-
form application (FCC Form 301, FCC
Form 346, FCC Form 349 or FCC Form
330) for each construction permit or
license for which it was the high bidder.
Long-form applications filed by winning
bidders shall include the exhibits
required by 47 CFR 1.2107(d)
(concerning any bidding consortia or
joint bidding arrangements); 8 1.2110(i)
(concerning designated entity status, if
applicable); and §1.2112 (a) and (b)
(concerning disclosure of ownership
and real party in interest information,
and, if applicable, disclosure of gross
revenue information for small business
applicants).

(b) The long-form application should
be submitted pursuant to the rules
governing the service in which the
applicant is a high bidder and according
to the procedures for filing such
applications set out by public notice.
When electronic procedures become
available for the submission of long-
form applications, the Commission may
require all winning bidders to file their
long-form applications electronically.

(c) An applicant that fails to submit
the required long-form application
under this section, and fails to establish
good cause for any late-filed
submission, shall be deemed to have
defaulted and shall be subject to the
payments set forth in 47 CFR 1.2104(g).

(d) An applicant whose short-form
application, submitted pursuant to 47
CFR 73.5002(b), was not mutually
exclusive with any other short-form
application in the same service and was
therefore not subject to auction, shall
submit an appropriate long-form
application within thirty (30) days
following release of a public notice
identifying any such non-mutually
exclusive applicants. The long-form
application should be submitted
pursuant to the rules governing the
relevant service and according to any
procedures for filing such applications
set out by public notice. The long-form
application filed by a non-mutually
exclusive applicant need not contain the
additional exhibits, identified in
§73.5005(a), required to be submitted
with the long-form applications filed by
winning bidders. When electronic
procedures become available, the
Commission may require any non-
mutually exclusive applicants to file

their long-form applications
electronically.

§73.5006 Filing of petitions to deny
against long-form applications.

(a) As set forth in 47 CFR 1.2108,
petitions to deny may be filed against
the long-form applications filed by
winning bidders in broadcast service or
ITFS auctions and against the long-form
applications filed by applicants whose
short-form applications to participate in
a broadcast or ITFS auction were not
mutually exclusive with any other
applicant.

(b) Within ten (10) days following the
issuance of a public notice announcing
that a long-form application has been
accepted for filing, petitions to deny
that application may be filed. Any such
petitions must contain allegations of fact
supported by affidavit of a person or
persons with personal knowledge
thereof.

(c) An applicant may file an
opposition to any petition to deny, and
the petitioner a reply to such
opposition. Allegations of fact or denials
thereof must be supported by affidavit
of a person or persons with personal
knowledge thereof. The time for filing
such oppositions shall be five (5) days
from the filing date for petitions to
deny, and the time for filing replies
shall be five (5) days from the filing date
for oppositions.

(d) If the Commission denies or
dismisses all petitions to deny, if any
are filed, and is otherwise satisfied that
an applicant is qualified, a public notice
will be issued announcing that the
broadcast construction permit(s) or ITFS
license(s) is ready to be granted, upon
full payment of the balance of the
winning bid(s). See 47 CFR 73.5003(c).
Construction of broadcast stations or
ITFS facilities shall not commence until
the grant of such permit or license to the
winning bidder.

§73.5007 Designated entity provisions.
New entrant bidding credit. A
winning bidder that qualifies as a “‘new
entrant” may use a bidding credit to
lower the cost of its winning bid on any
broadcast construction permit. A thirty-
five (35) percent bidding credit will be
given to a winning bidder if it and/or its
owners have no recognizable interest
(more than fifty (50) percent or de facto
control) in the aggregate, in any other
media of mass communications. A
twenty-five (25) percent bidding credit
will be given to a winning bidder if it
and/or its owners, in the aggregate, have
a recognizable interest in no more than
three mass media facilities. No bidding
credit will be given if any of the
commonly owned mass media facilities

serves the same area as the proposed
broadcast station, or if the winning
bidder and/or its owners have
recognizable interests in more than
three mass media facilities.

(a) The new entrant bidding credit is
not available to applicants that control,
or whose owners control, in the
aggregate, more than fifty (50) percent of
any other media of mass
communications in the same area as the
proposed broadcast facility. The
facilities will be considered in the
“‘same area” if the following defined
areas wholly encompass, or are
encompassed by, the proposed
broadcast or secondary broadcast
facility’s relevant contour:

(1) AM broadcast station—predicted
or measured 2mV/m groundwave
contour (see 47 CFR 73.183 or 73.186);

(2) FM broadcast or FM translator
station—predicted 1.0 mV/m contour
(see 47 CFR 73.313);

(3) Television broadcast station—
Grade A contour (see 47 CFR 73.684);

(4) Low powver television or television
translator station—the predicted,
protected contour (see 47 CFR
74.707(a));

(5) Cable television system—the
franchised community of a cable
system;

(6) Daily newspaper—community of
publication; and

(7) Multipoint Distribution Service
station—protected service area (see 47
CFR 21.902(d) or 21.933).

(b) Unjust enrichment. If a licensee or
permittee that utilizes a new entrant
bidding credit under this subsection
seeks to assign or transfer control of its
license or construction permit to an
entity not meeting the eligibility criteria
for the bidding credit, the licensee or
permittee must reimburse the U.S.
Government for the amount of the
bidding credit, plus interest based on
the rate for ten-year U.S. Treasury
obligations applicable on the date the
construction permit was originally
granted, as a condition of Commission
approval of the assignment or transfer.
If a licensee or permittee that utilizes a
new entrant bidding credit seeks to
assign or transfer control of a license or
construction permit to an entity that is
eligible for a lower bidding credit, the
difference between the bidding credit
obtained by the assigning party and the
bidding credit for which the acquiring
party would qualify, plus interest based
on the rate for ten-year U.S. Treasury
obligations applicable on the date the
construction permit was originally
granted, must be paid to the U.S.
Government as a condition of
Commission approval of the assignment
or transfer. The amount of the
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reimbursement payments will be
reduced over time. An assignment or
transfer in the first two years after
issuance of the construction permit to
the winning bidder will result in a
forfeiture of one hundred (100) percent
of the value of the bidding credit; during
year three, of seventy-five (75) percent
of the value of the bidding credit; in
year four, of fifty (50) percent; in year
five, twenty-five (25) percent; and
thereafter, no payment. If a licensee or
permittee who utilized a new entrant
bidding credit in obtaining a broadcast
license or construction permit acquires
within this five-year reimbursement
period an additional broadcast facility
or facilities, such that the licensee or
permittee would not have been eligible
for the new entrant credit, the licensee
or permittee will not be required to
reimburse the U.S. Government for the
amount of the bidding credit.

§73.5008 Definitions applicable for
designated entity provisions.

(a) Scope. The definitions in this
section apply to 47 CFR 73.5007, unless
otherwise specified in that section.

(b) A medium of mass
communications means a daily
newspaper; a cable television system; or
a license or construction permit for a
television station, a low power
television or television translator
station, an AM, FM or FM translator
broadcast station, a direct broadcast
satellite transponder, or a Multipoint
Distribution Service station.

(c) The owners of a winning bidder
shall include the winning bidder, in the
case of a sole proprietor; partner,
including limited or “‘silent” partners,
in the case of a partnership; the
beneficiaries, in the case of a trust; any
member, in the case of a nonstock
corporation or unincorporated
association with members; any member
of the governing board (including
executive boards, boards of regents,
commissions, or similar governmental
bodies where each member has one
vote), in the case of nonstock
corporation or unincorporated
association without members; and
owners of voting shares, in the case of
stock corporations.

§73.5009 Assignment or transfer of
control.

(a) The reporting requirement
contained in 47 CFR 1.2111(a) shall
apply to an applicant seeking approval
for a transfer of control or assignment of
a broadcast construction permit or
license within three years of receiving
such permit or license by means of
competitive bidding.

(b) The ownership disclosure
requirements contained in 47 CFR
1.2112(a) shall apply to an applicant
seeking consent to assign or transfer
control of a broadcast construction
permit or license awarded by
competitive bidding.

PART 74—EXPERIMENTAL RADIO,
AUXILIARY, SPECIAL BROADCAST
AND OTHER PROGRAM
DISTRIBUTIONAL SERVICES

16. The authority for part 74
continues to read as follows:

Authority: 47 U.S.C. 154, 303, 307, and
554.

17. Section 74.910 is amended by
adding the two new entries in numerical
order to read as follows:

§74.910 Part 73 application requirements
pertaining to ITFS stations.
* * * * *

§73.3522(a) Amendment of applications.

* * * * *

§73.5000-73.5006 Competitive Bidding
Procedures.
* * * * *

18. Section 74.911 is amended by
revising paragraph (c) and removing
paragraph (d) to read as follows:

§74.911 Processing of ITFS station
applications.
* * * * *

(c)(1)(i) The FCC will specify by
Public Notice, pursuant to § 73.5002, a
period for filing ITFS applications for a
new station or for major modifications
in the facilities of an authorized station.
(i) Such ITFS applicants shall be
subject to the provisions of §§1.2105
and the ITFS competitive bidding
procedures. See 47 CFR 73.5000 et seq.

(2) [Reserved]

§74.912 [Removed]
19. Section 74.912 is removed.

§74.913 [Removed]

20. Section 74.913 is removed.

21. Section 74.1233 is revised to read
as follows:

§74.1233 Processing FM translator and
booster station applications.

(a) Applications for FM translator and
booster stations are divided into two
groups:

(2) In the first group are applications
for new stations or for major changes in
the facilities of authorized stations. In
the case of FM translator stations, a
major change is any change in frequency
(output channel), or change (only the
gain should be included in determining
amount of change) or increase (but not

decrease) in area to be served greater
than ten percent of the previously
authorized 1 mV/m contour. All other
changes will be considered minor. All
major changes are subject to the
provisions of §8 73.3580 and 1.1104 of
this chapter pertaining to major
changes.

(2) In the second group are
applications for licenses and all other
changes in the facilities of the
authorized station.

(b) Applications for booster stations
and reserved-band FM translator
stations will be processed as nearly as
possible in the order in which they are
filed. Such applications will be placed
in the processing line in numerical
sequence, and will be drawn by the staff
for study, the lowest file number first.
In order that those applications which
are entitled to be grouped for processing
may be fixed prior to the time
processing of the earliest filed
application is begun, the FCC will
periodically release a Public Notice
listing reserved-band applications that
have been accepted for filing and
announcing a date (not less than 30 days
after publication) on which the listed
applications will be considered
available and ready for processing and
by which all mutually exclusive
applications and/or petitions to deny
the listed applications must be filed.

(c) In the case of an application for an
instrument of authorization, other than
a license pursuant to a construction
permit, grant will be based on the
application, the pleadings filed, and
such other matters that may be officially
noticed. Before a grant can be made it
must be determined that:

(1) There is not pending a mutually
exclusive application filed in
accordance with paragraph (b) of this
section.

(2) The applicant is legally,
technically, financially and otherwise
qualified;

(3) The applicant is not in violation of
any provisions of law, the FCC rules, or
established policies of the FCC; and

(4) A grant of the application would
otherwise serve the public interest,
convenience and necessity.

(d) Processing non-reserved band FM
translator applications. (1) Applications
for minor modifications for non-
reserved FM translator stations, as
defined in paragraph (a)(2) of this
section, may be filed at any time, unless
restricted by the FCC, and, generally,
will be processed in the order in which
they are tendered. The FCC will
periodically release a Public Notice
listing those applications accepted for
filing. All minor modification
applications found to be mutually
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exclusive, must be resolved through
settlement or technical amendment.

(2)(i) The FCC will specify by Public
Notice, pursuant to § 73.5002(a), a
period for filing non-reserved band FM
translator applications for a new station
or for major modifications in the
facilities of an authorized station. FM
translator applications for new facilities
or for major modifications will be
accepted only during these specified
periods. Applications submitted prior to
the window opening date identified in
the Public Notice will be returned as
premature. Applications submitted after
the specified deadline will be dismissed
with prejudice as untimely.

(ii) Such FM translator applicants will
be subject to the provisions of §§1.2105
and 73.5002(a) regarding the submission
of the short-form application, FCC Form
175, and all appropriate certifications,
information and exhibits contained
therein. To determine which FM
translator applications are mutually
exclusive, FM translator applicants
must submit the engineering data
contained in FCC Form 349 as a
supplement to the short-form
application. Such engineering data will
not be studied for technical
acceptability, but will be protected from
subsequently filed applications as of the
close of the window filing period.
Determinations as to the acceptability or
grantability of an applicant’s proposal
will not be made prior to an auction.

(iii) FM translator applicants will be
subject to the provisions of § 1.2105
regarding the modification and
dismissal of their short-form
applications.

(iv) Consistent with §1.2105(a),
beginning January 1, 1999, all short-
form applications must be filed
electronically.

(3) Subsequently, the FCC will release
Public Notices:

(i) identifying the short-form
applications received during the
appropriate filing period or “window”
which are found to be mutually
exclusive;

(ii) establishing a date, time and place
for an auction;

(iii) providing information regarding
the methodology of competitive bidding
to be used in the upcoming auction, bid
submission and payment procedures,
upfront payment procedures, upfront
payment deadlines, minimum opening
bid requirements and applicable reserve
prices in accordance with the provisions
of § 73.5002;

(iv) identifying applicants who have
submitted timely upfront payments and,
thus, are qualified to bid in the auction.

(4) If, during the window filing
period, the FCC receives non-mutually
exclusive applications for a non-
reserved FM translator station, a Public
Notice will be released identifying the
non-mutually exclusive applicants, who
will be required to submit the
appropriate long form application
within 30 days of the Public Notice and
pursuant to the provisions of § 73.5005.
These non-mutually exclusive
applications will be processed and the
FCC will periodically release a Public
Notice listing such non-mutually
exclusive applications determined to be
acceptable for filing and announcing a
date by which petitions to deny must be
filed in accordance with the provisions
of 8§ 73.5006 and 73.3584 of this
chapter. If the applicants are duly
qualified, and upon examination, the
FCC finds that the public interest,
convenience and necessity will be
served by the granting of the non-
mutually exclusive long-form
application, the same will be granted.

(5)(i) The auction will be held
pursuant to the procedures set forth in
§1.2101. Subsequent to the auction, the
FCC will release a Public Notice
announcing the close of the auction and
identifying the winning bidders.
Winning bidders will be subject to the
provisions of §1.2107 regarding down
payments and will be required to submit
the appropriate down payment within
10 business days of the Public Notice.
Pursuant to § 1.2107, a winning bidder
that meets its down payment obligations
in a timely manner must, within 30 days
of the release of the public notice
announcing the close of the auction,
submit the appropriate long-form
application for each construction permit
for which it was the winning bidder.
Long-form applications filed by winning
bidders shall include the exhibits
identified in § 73.5005.

(ii) These applications will be
processed and the FCC will periodically
release a Public Notice listing such
applications that have been accepted for
filing and announcing a date by which
petitions to deny must be filed in
accordance with the provisions of
§73.3584 of this chapter. If the
applicants are duly qualified, and upon
examination, the FCC finds that the
public interest, convenience and
necessity will be served by the granting
of the winning bidder’s long-form
application, a Public Notice will be
issued announcing that the construction
permit is ready to be granted. Each
winning bidder shall pay the balance of
its winning bid in a lump sum within
10 business days after release of the

Public Notice, as set forth in §1.2109(a).
Construction permits will be granted by
the Commission following the receipt of
the full payment.

(iii) All long-form applications will be
cut-off as of the date of filing with the
FCC and will be protected from
subsequently filed long-form translator
applications. Applications will be
required to protect all previously filed
applications. Winning bidders filing
long-form applications may change the
technical proposals specified in their
previously submitted short-form
applications, but such change may not
constitute a major change. If the
submitted long-form application would
constitute a major change from the
proposal submitted in the short-form
application or the allotment, the long-
form application will be returned
pursuant to paragraph (d)(2)(i) of this
section.

(e) Selection of mutually exclusive
reserved band FM translator
applications.

(1) Applications for FM translator
stations proposing to provide fill-in
service (within the primary station’s
protected contour) of the commonly
owned primary station will be given
priority over all other applications.

(2) Where applications for FM
translator stations are mutually
exclusive and do not involve a proposal
to provide fill-in service of commonly
owned primary stations, the FCC may
stipulate different frequencies as
necessary for the applicants.

(3) Where there are no available
frequencies to substitute for a mutually
exclusive application, the FCC will base
its decision on the following priorities:

(i) first-full-time aural services;

(ii) second full-time aural services;
and

(iii) other public interest matters
including, but not limited to the number
of aural services received in the
proposed service area, the need for or
lack of public radio service, and other
matters such as the relative size of the
proposed communities and the growth
rate.

(4) Where the procedures in
paragraphs (e)(1), (e)(2) and (e)(3) of this
section fail to resolve the mutual
exclusivity, the applications will be
processed on a first-come-first-served
basis.

[FR Doc. 98-23963 Filed 9-10-98; 8:45 am]
BILLING CODE 6712-01-P
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FEDERAL COMMUNICATIONS
COMMISSION

47 CFR Parts 54 and 69
[CC Docket No. 96-45; DA 98-1581]

Federal-State Joint Board on Universal
Service

AGENCY: Federal Communications
Commission.

ACTION: Final rule.

SUMMARY: In this document, the
Commission clarifies the application of
the Commission’s “‘lowest
corresponding price’” requirement set
forth in the Universal Service Order, 62
FR 32862 (June 17, 1997). The
Commission clarifies that this
requirement was not intended to
preempt state law, and does not obligate
carriers to offer rates that would violate
state laws.

EFFECTIVE DATE: September 11, 1998.

FOR FURTHER INFORMATION CONTACT:
Kaylene Shannon, Attorney, Common
Carrier Bureau, Accounting Policy
Division, (202) 418-7400.
SUPPLEMENTARY INFORMATION: This is a
summary of the Commission’s
document released on August 7, 1998.
The full text of this document is
available for public inspection during
regular business hours in the FCC
Reference Center, Room 239, 1919 M
Street, N.W., Washington, D.C., 20554.
This document is also available from the
Commission’s copy contractor,
International Transcription Service,
1231 20th Street, N.W., Washington,
D.C. 20036.

l. Background

1. In the Universal Service Order, 62
FR 32862 (June 17, 1997), the
Commission provided that schools and
libraries should be eligible to apply for
discounted telecommunications
services, Internet access, and internal
connections, subject to certain
limitations and conditions. The
Universal Service Order concluded that,
to ensure that their lack of experience in
dealing with telecommunications
providers does not prevent schools and
libraries from receiving competitive
prices, service providers must offer
services to eligible schools and libraries
at prices no higher than the lowest price
the provider charges to similarly
situated non-residential customers for
similar services. The Commission
clarified that, for purposes of
determining the lowest corresponding
price, similar services would include
those provided under contract as well as
those provided under tariff. The

Commission established a rebuttable
presumption that rates offered within
the previous three years are
compensatory.

2. In the Fourth Reconsideration, 63
FR 2093 (January 13, 1998), the
Commission concluded that earlier
versions of tariffs that have been
modified should be included in the
comparable rates upon which the lowest
corresponding rate is determined,
“[u]nless a regulatory agency has found
that the tariffed rate should be changed,
and affirmatively ordered such change,
or absent a showing that the rate is not
compensatory.” A question has been
raised whether the lowest
corresponding rate can be based on rates
not lawfully offered under state law.

I1. Discussion

3. Although the Commission
disagreed with the general assertion that
the lowest corresponding price should
not reflect expired tariffs, the
Commission did not expressly preempt
state laws governing what rates may
lawfully be offered to eligible schools
and libraries. In the absence of such an
expressly stated intention to preempt,
we conclude that the Commission did
not intend to require carriers to base the
lowest corresponding rate on rates that
may not lawfully be offered under state
law. Thus, we interpret the Fourth
Reconsideration as requiring only that
rates that may be offered consistent with
state law must be made available as the
lowest corresponding price.

I11. Ordering Clause

4. Accordingly, it is ordered that,
pursuant to section 4(i) and section 254
of the Communications Act of 1934, as
amended, 47 U.S.C. 154(i) and 254, and
sections 0.91 and 0.291 of the
Commission’s rules, 47 CFR 0.91 and
0.291, the lowest corresponding price
requirement is clarified.

List of Subjects
47 CFR Part 54

Healthcare providers, Libraries,
Reporting and recordkeeping
requirements, Schools,
Telecommunications, Telephone.

47 CFR Part 69

Communications common carriers,
Reporting and recordkeeping
requirements, Telephone.

Federal Communication Commission.
Kathryn C. Brown,

Chief, Common Carrier Bureau.

[FR Doc. 98-24276 Filed 9-10-98; 8:45 am]
BILLING CODE 6712-01-P

DEPARTMENT OF THE INTERIOR
Fish and Wildlife Service

50 CFR Part 17
RIN 1018-AB10

Captive-bred Wildlife Regulation

AGENCY: Fish and Wildlife Service,
Interior.

ACTION: Final rule.

SUMMARY: The final rule amends the
definition of ““harass” in 817.3 applied
to captive wildlife to exclude generally
accepted animal husbandry practices,
breeding procedures, and provisions of
veterinary care that are not likely to
result in injury to the animal. The final
rule deletes the requirement to obtain a
CBW registration for eight species of
pheasants, parakeets of the species
Neophema splendida and N. pulchella,
the Laysan duck, and the “‘generic” or
inter-subspecific crossed tiger. This
final rule will be followed in the future
by a new proposed rule that will set
forth proposed criteria for addition to,
or deletion from, the list of taxa
exempted from registration
requirements, and will further consider
the subject of education.

DATES: This rule is effective October 13,
1998.

ADDRESSES: The complete file for this
rule is available for inspection by
appointment at the Office of
Management Authority, U.S. Fish and
Wildlife Service, 4401 N. Fairfax Drive,
Room 700, Arlington, VA 22203.

FOR FURTHER INFORMATION CONTACT:
Teiko Saito, Chief, [see ADDRESSES
section] telephone 703/358-2093; fax
703/358-2281.

SUPPLEMENTARY INFORMATION: On
January 7, 1992, the Service initiated a
review of the Captive-bred Wildlife
(CBW) regulation (50 CFR 17.21(g)). On
June 11, 1993, the Service followed with
a proposed rule (58 FR 32632) that
included several proposed changes to
the CBW regulation, including
elimination of CBW registrations for
several species that are present in the
United States in large numbers and/or
that are genetically unsuitable for
scientifically based breeding programs;
amendment of the definition of “*harass”
in 50 CFR 17.3 to exclude normal
animal husbandry practices such as
humane and healthful care when
applied to captive wildlife; and deletion
of education from the definition of
“enhance” in §17.3. On December 27,
1993, the Service published a final rule
(58 FR 68323) that eliminated public
education through exhibition of living
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wildlife as the sole justification for
issuance of a CBW registration. On the
same date, the Service published a
notice (58 FR 68383) that reopened the
comment period on the balance of the
issues in the proposed rule, including
the larger question of the value
education provides to the conservation
of non-native species in the wild as it
applies to endangered and threatened
species permits issued under 8§ 17.22
and 17.32.

The Endangered Species Act of 1973,
as amended (16 U.S.C. 1531 et seq.), and
implementing regulations prohibit any
person subject to the jurisdiction of the
United States from conducting certain
activities with endangered or threatened
species of fish, wildlife, or plants. These
activities include import, export, take,
and interstate or foreign commerce. The
Secretary of the Interior (or the
Secretary of Commerce in the case of
certain marine species) may permit such
activities, under such terms and
conditions as he/she will prescribe, for
scientific purposes or to enhance the
propagation or survival of the affected
species, provided these activities are
consistent with the purposes of the Act.
The Secretary of the Interior’s authority
to administer permit matters relating to
endangered and threatened species
generally has been delegated through
the Director of the Fish and Wildlife
Service to the Office of Management
Authority (OMA).

Since 1976, the Service has been
striving to achieve an appropriate
degree of control over prohibited
activities involving living wildlife of
non-native species born in captivity in
the United States.

In 1978, the Service announced a
review of regulations on captive-bred
wildlife (43 FR 16144, April 14, 1978).
The notice reiterated the Service’s
philosophy on its approach to captive
versus wild populations.

The Service considers the purpose of the
Act to be best served by conserving species
in the wild along with their ecosystems.
Populations of species in captivity are, in
large degree, removed from their natural
ecosystems and have a role in survival of the
species only to the extent that they maintain
genetic integrity and offer the potential of
restocking natural ecosystems where the
species has become depleted or no longer
occurs.

Following an extensive public review
in 1978 and 1979, the Service published
a final rule (44 FR 54002, September 17,
1979) that established the Captive-bred
Wildlife (CBW) registration system. The
final rule amended regulations in 50
CFR 17.21 by adding § 17.21(g), which
granted general, conditional permission
to take; export or re-import; deliver,

receive, carry, transport, or ship in the
course of a commercial activity; or sell
or offer for sale in interstate or foreign
commerce any non-native endangered
or threatened wildlife that is bred in
captivity in the United States. In other
words, the regulation itself contains the
permit. For persons or institutions to
operate under that permit, certain
conditions must be met, including that
the person or institution must first
register with the Service. Authorization
for the Service to collect information
from persons wanting to register was
submitted and approved by the Office of
Management and Budget under the
clearance number of 1018-0093.

Unless an exception is made under
§17.21(g)(5), the CBW system applies
only to species that do not include any
part of the United States (as defined in
50 CFR part 10) in their natural
geographic distribution. Additionally,
the individual specimens must have
been born in captivity in the United
States. The registration authorizes
interstate purchase and sale only
between entities that each hold a
registration for living wildlife of the
taxon concerned. Interstate or foreign
commere, in the course of commercial
activity, with respect to non-living
wildlife is not authorized under a CBW
registration. To conduct such activities,
separate permits must be applied for
under the appropriate regulations for
endangered or threatened wildlife at 50
CFR 17.22 or 50 CFR 17.32.

The 1979 final rule also amended the
definition of “‘enhance the propagation
or survival” of wildlife in captivity to
include a wide range of normal animal
husbandry practices used to maintain
self-sustaining and genetically viable
stocks of wildlife in captivity.
Specifically included in those practices
were “‘culling” and “‘euthanasia’. Other
aspects of the definition of “‘enhance”
that were codified in 1979 and are still
used today include accumulation and
holding and transfer of animals not
immediately needed or suitable for
propagative or scientific purposes (50
CFR 17.3).

The above definition is found in
subpart A, the General Provisions of
part 17. Therefore, it applies not only to
CBW registrations, but to all endangered
and threatened species permits for
captive wildlife issued under §§17.22
and 17.32.

After 12 years’ experience with the
system, the Service began another
review with a notice of intent to propose
arule, published on January 7, 1992 (57
FR 548). The notice discussed problems
the Service was experiencing with the
system and offered for discussion three
options intended to show the range of

possible actions that might be taken.
These ranged from no action (no change
in the system) to complete elimination
of the CBW registration process. The
notice also questioned whether the term
“harass” as defined in §17.3 applied to
captive-born wildlife, and whether
education of the American public
through exhibition of living, non-native
wildlife actually accomplished
measurable enhancement of the survival
of the affected species in the wild. Three
options for dealing with education were
presented, ranging from no change in
the existing definition to deleting
education as a justification for permits
and CBW registrations.

It should be noted here that while the
preamble to the proposed rule referred
to ““captive-born wildlife”” in the context
of the discussion of the proposed
amendment of the term “harass”, the
proposed rulemaking language refers to
“‘captive wildlife”. This was, and is, the
Service’s intent. Therefore, the rest of
this discussion is in terms of “‘captive
wildlife” to make it agree with both
proposed and final rulemaking
language.

Public comments and suggestions
were solicited. Written responses were
received from 942 individuals,
institutions, and organizations.

After review of comments received,
the Service published a proposed rule
onJune 11, 1993 (58 FR 32632), that
proposed several changes to § 17.21(g):
Elimination of registration for several
species that are present in the United
States in large numbers and/or that are
genetically unsuitable for scientifically
based breeding programs; restriction of
eligibility for CBW registrations to those
entities that are participants in an
approved responsible cooperative
breeding program for the taxon
concerned; amendment to the definition
of “harass” in §17.3 to exclude normal
animal husbandry practices such as
humane and healthful care when
applied to captive wildlife; and, the
conditional deletion of education from
the definition of ““‘enhance” in §17.3.

On December 27, 1993, the Service
published a final rule (58 FR 68323) that
was limited to the narrow issue of
education as it relates to the CBW
system. That rule eliminated public
education through exhibition of living
wildlife as the sole justification for
issuance of a CBW registration under
§17.21(g). That decision was based on
the Service’s belief that the scope of the
CBW system should be revised to relate
more closely to its original intent, i.e.,
the encouragement of responsible
breeding that is specifically designed to
help conserve the species involved. On
the same date, the Service published a
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notice (58 FR 68383) that reopened the
comment period on the balance of the
issues in the proposed rule, including
the larger question of the value that
education provides to the conservation
of non-native species in the wild as it
applies to endangered and threatened
species permits issued under 8§ 17.22
and 17.32.

Information and Comments

A total of 1,269 sets of written
information and comments were
received from individuals, institutions,
and organizations in response to the
proposed rule and during the re-opened
comment period. Some commenters
responded both times.

Of comments received, some 450 were
form letters, patterned responses, or
multiple signatures on letters or
petitions. Opinions expressed on
specific issues are summarized as
follows (a number of letters offered
comments on more than one issue):

Retain education as part of the
definition of enhancement of

survival of the species..........cccccceeene 1,165
Retain education, but establish

gUIEliNeS.......coeeiiiieeie e 29
Delete education ...........ccccvveeeeeeiiiiieineee e, 10

Require CBW registrants to participate

in a responsible cooperative

breeding program..........c.cccoeveviieniicinnne 17
Do not require participation in a

responsible cooperative breeding

PrOGram .....oeveeiiiiiiriiee e 7
Change definition of ““harass’ to

exclude normal animal husbandry

practices for captive wildlife ................. 18
Do not change definition of “harass”

Replace CBW registration with

rebuttable presumption.............ccoceeeenee 2
Do not use rebuttable presumption
Completely deregulate captive-bred

Wildlife. ..o 36
Deregulate interstate commerce in
captive-bred wildlife ..............coceeene. 65

Exempt certain species from
registration requirements as

PrOPOSEd ...t 26
Exempt some species but not all of the

Proposed taXa.......coeveeeerireeiiiieeeiieeenies 13
EXempt NO SPECIES .......cevveieiiiiieiienieeniee e 2

Because the Service has decided to
reformulate its proposal concerning
deletion of education from the
definition of “enhancement”, the
discussion below deals only with
comments on other aspects of the
proposed rule. Comments concerning
education are being considered and will
be the subject of a Federal Register
notice at a later date.

Comments Concerning Definitions

Comment: Commenters generally
favored changing the definition of
“harass” to exclude normal animal
husbandry practices for captive wildlife.

Some felt that terms such as ““normal”’,
“adequate”, “‘safe’”, and ‘““healthful’’ are
vague, subjective, and amenable to
widely varying interpretation. Various
suggestions for rewording the definition
were offered.

Response: The Service agrees and
believes that the revised definition in
this final rule reduces subjectivity to the
extent possible.

Comment: Some commenters objected
to a change in the definition of ‘““harass’.
Some believed that the change created
a broad exception to the prohibition
against harassment. One commenter
suggested that any concerns over the
definition be addressed through specific
permit restrictions for individual
permittees and registrants, thus tailoring
protection to the particular affected
species.

Response: The Service believes this
approach could result in the need for
preparing husbandry manuals for each
species and would not result in a
commensurate benefit to the species. To
evaluate facilities and care provided by
applicants, the Service will continue to
consult with experts such as the
Department of Agriculture’s Animal and
Plant Health Inspection Service, which
is charged with administering the
Animal Welfare Act, and knowledgeable
persons in the zoo and aquarium
communities and the private sector, as
needed.

Comment: Several commenters
recommended amending the definition
of “take” to apply only to animals from
the wild. This is based on the concern
that holding animals in captivity or
transferring them for breeding
opportunities could be construed as a
“taking”.

Response: ““Take” was defined by
Congress in Section 3 of the Act as
* * *to harass, harm, pursue, hunt,
shoot, wound, kill, trap, capture, or
collect * * *” endangered or threatened
wildlife, whether wild or captive.
Therefore, the definition can be clarified
by further defining its component terms,
but the statutory term cannot be
changed administratively.

The purpose of amending the
Service’s definition of ““harass” is to
exclude proper animal husbandry
practices that are not likely to result in
injury from the prohibition against
“take”. Since captive animals can be
subjected to improper husbandry as
well as to harm and other taking
activities, the Service considers it
prudent to maintain such protections,
consistent with Congressional intent.

Comment: One comment was that the
Service is not authorized to treat
members of a particular species
differently based on whether the

specimen is wild or held in captivity;
the Act’s protections are afforded to
whole species of endangered and
threatened animals and their habitats.

Response: It is true that the Act
applies to all specimens that comprise
a “‘species” (as defined in the Act) that
has been listed as endangered or
threatened, and in general does not
distinguish between wild and captive
specimens thereof. However, the
definition of *“‘take” in the Act clearly
applies to individual specimens or
groups of specimens, and the captive or
non-captive status of a particular
specimen is a significant factor in
determining whether particular actions
would “*harass” that specimen or
whether such actions would “‘enhance
the propagation or survival’ of the
species. The Service believes that ample
authority is provided by the Act to
adopt the regulatory amendments set
out in this final rule as a proper
interpretation of the statutory provisions
of the Act.

To decide otherwise would place
those persons holding captive
specimens of a listed species in an
untenable position. If providing for the
maintenance and veterinary care of a
live animal were considered to be
“harassment”’, those persons holding
such specimens in captivity would be
forced to obtain a permit or give up
possession since any failure to provide
proper care and maintenance would be
an unlawful “taking”. Since Congress
chose not to prohibit the mere
possession of lawfully-taken listed
species in Section 9(a)(1) of the Act, the
Service believes that congressional
intent supports the proposition that
measures necessary for the proper care
and maintenance of listed wildlife in
captivity do not constitute
“harassment” or “‘taking”.

Comments Concerning CBW Questions

Comment: Responses showed over-
whelming opposition to a rebuttable
presumption, usually based on the
argument that it would in effect mean
that a person was considered guilty
until proven innocent.

Response: The Service does not agree
with this assessment. As discussed in
detail in the preamble to the proposed
rule a rebuttable presumption is not a
presumption of guilt. Section 10(g) of
the Act imposes a burden of proof on
any person claiming the benefit of an
exemption or permit under the Act.
Thus, the final regulation requires
persons claiming benefit of exception at
§17.21(g) to maintain records and make
them available for inspection at
reasonable hours by law enforcement
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officials as prescribed by 50 CFR 13.46
and 13.47 to document legal activities.

Comment: A few commenters favored
completely deregulating captive-bred
wildlife. However, most commenters
thought the Service should deregulate
and exempt only certain non-native
species from the CBW registration
requirements.

Response: The Service agrees that it is
best, at this time, to delete the
registration requirement for species that
are known to be in the United States in
large numbers and breeding well, and/
or are genetically unsuitable for
scientific breeding programs.

Comment: Commenters generally
favored efforts by the Service to lessen
the regulatory and paperwork
requirements for interstate breeding
transactions with captive-bred wildlife.
Many believed that the current
regulations for interstate commerce
were the cause of inbreeding and
hybridization of certain species within
their State. Some stated that a change to
the regulations would increase interstate
breeding transactions resulting in better
management of captive populations.

Response: The Service agrees that
provisions of the final rule will facilitate
interstate breeding transactions with
exempted species, and thereby, increase
successful breeding and maintenance of
these endangered and threatened
species.

Comment: Seventy-seven commenters
opposed and seventeen favored the
proposal to restrict CBW registrations to
those entities that participate in an
organized breeding program. Most of
those opposed were concerned that
currently there are very few organized
programs other than the Species
Survival Plans (SSP) of the American
Zoo and Aquarium Association (AZA).
As private breeders or non-AZA
member institutions, they might have
difficulty gaining approval to participate
in an SSP. Another objection was that
SSP’s do not exist for most species and
that it would be unrealistic to estimate
more than 80-100 programs by the year
2000. Some commented to the effect
that the proposed rule would create a
monopoly on the part of the entity that
would approve programs and would
mandate a bureaucratic nightmare.
Another concern was the cost and
difficulty of developing and maintaining
new breeding programs as opposed to
participating in those already in place.

One commenter noted that the
proposal doesn’t meet Vice President
Gore’s goal of reducing regulatory
burden and unnecessary paperwork; it
actually creates a new layer of
regulatory oversight and adds potential
for litigation by those who disagree with

the Service’s decisions regarding those
programs or participants that do or do
not qualify. Another comment was that
the Service couldn’t, in effect, deny a
permit to one who was refused
participation in a breeding program
without allowing the exercise of the
appeal process; this would constitute
abdication of the Service’s
responsibility to a private group or
institution.

Some commenters also questioned
what would happen if there were two
applications for approval of a program
for the same species; some said there
should only be a single program for each
species/subspecies, while others argued
that more than one program should be
allowed. Finally, it was pointed out that
the goal should not be to develop a
single well-managed genetically diverse
and self-sustaining population. A
species can be managed for either
retention of alleles or of heterozygosity,
and possibly both management schemes
could be correct.

Response: While the Service believes
that the concept embodied in the
proposal is theoretically sound, the
proposal has been deleted from this
final rule. The practical, socio-
economic, and biological problems
inherent in attempting to manage such
an effort in an effective and equitable
manner could result in a significant
increase in workload and paperwork.
There is a potential for agency decisions
to be perceived as unfair or biologically
improper. Such a situation might give
rise to frequent appeals and litigation,
that would add to the burden on the
public and the Service while
contributing little to management of
captive-bred wildlife.

Comment: The proposal to exempt
certain species from CBW registration
requirements elicited 142 comments, of
which 101 recommended either
complete deregulation of captive-bred
wildlife or at least of interstate
commerce in such animals. The
proposal was supported by 26
commenters and opposed by 2. Thirteen
other commenters favored or opposed
some, but not all of the taxa proposed
for exemption. The majority of the latter
were concerned about exempting
generic tigers because it might
encourage uncontrolled breeding and
further hybridization for commercial
sales and exploitation. A related
concern was that purebred tigers might
be “laundered’ as generic in order to
avoid regulation, thus losing potentially
valuable breeders from the SSP’s for the
various subspecies.

Response: The Service believes that
the breeding of generic tigers has not
been affected by the CBW system. Those

who hold CBW registrations can legally
purchase and sell generic tigers in
interstate commerce. Non-commercial
interstate transfers (e.g., breeding loans,
donations) are not prohibited. As
pointed out in the notice of intent to
propose rule (57 FR 548), generic tigers
can be found in most of the 50 states,
and intrastate commerce is not
regulated. The Service does not believe
that “‘laundering” of purebred tigers as
generic animals in order to avoid
regulation would be widespread, since
so doing would decrease the value of
the animals in most cases. Further,
those who would do this would
probably not be likely participants in
SSP’s for purebred tiger subspecies.

Comment: Two commenters who
generally supported the exemption for
pheasants argued that several species
are not present in the United States in
large numbers (if at all), and therefore
those species should continue to be
regulated under the CBW system. These
species are: Edwards, cheer, Swinhoe’s,
Mikado, imperial, and white eared
pheasants; Sclater’s and Chinese
monals; and Blyth’s, Cabot’s, and
western tragopans.

Response: Based on the 1993 survey
conducted by the American Pheasant
and Waterfowl Society (482
respondents, or the equivalent of nearly
25% of APWS membership), several of
these species do have low captive
populations: Imperial pheasant—o0;
Sclater’s monal—O0; western tragopan—
25; Blyth’s tragopan—32; and Cabot’s
tragopan—75. Therefore, these species
will not be exempted from the CBW
registration requirements at this time. Of
the other 10 species to be exempted, the
sample shows numbers of 222 or more.
As stated in the proposed rule, it is
impossible to project total pheasant
populations in the United States with
any certainty due to possible sampling
bias, plus the fact that there is probably
a significant number of pheasant
breeders who do not belong to the
APWS.

Comment: One objection to
exemption was received for each of the
following: Laysan duck, white-winged
wood duck, and Neophema.

Response: The APWS survey
indicates healthy captive populations of
the Laysan duck (445) and the white-
winged wood duck (278); therefore, they
will be exempted from CBW registration
requirements.

The 1991 Psittacine Captive Breeding
Survey, done by World Wildlife Fund in
collaboration with the American
Federation of Aviculture, concludes that
serious thought should be given to
downlisting or delisting the captive
stocks of Neophema splendida and N.
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pulchella because the survival of these
species in captivity appears assured if
inbreeding can be minimized. Both 1990
and 1991 censuses showed that these
species are well represented and are
breeding well in captivity. In 1991, 114
pairs of N. splendida hatched 337 eggs,
and 61 pairs of N. pulchella hatched 266
eggs. Thus, these species are exempted
by this final rule.

Comment: No criteria were provided
for the addition or deletion of taxa from
the list exempted from the CBW
registration requirement.

Response: The Service believes that a
case-by-case determination of eligibility,
consistent with the provisions of the Act
and the public notice and comment
procedure, is adequate for the small
number of species that will be
considered for exemptions. In the near
future, the Service will propose a new
rule that sets criteria for adding or
deleting taxa from the list exempted
from the CBW registration requirements.
The Service will solicit comments from
the public on the proposed rule to
ensure that the proposal is as accurate
and effective as possible.

Comment: The proposed exemptions
from registration requirements violate
the notice, comment, and finding
provisions of sections 10(c) and (d) of
the Act.

Response: The proposed exemptions
make no change in existing CBW
procedures concerning notice and
review. Section 17.21(g)(1) contains a
general permit issued to ‘“‘any person”.
The question involved here is whether
entities (permittees) holding the
exempted taxa would be required to
register with the Service. Thus, the new
exemptions represent changes to the
terms of the existing general permit, and
public notice and comment procedures
have been observed in developing those
changes.

Comment: The proposed exemptions
improperly do away with the Act’s
requirement that listed species be held
for scientific purposes or to enhance the
propagation or survival of the species.

Response: The proposed rule did not
specify that the purpose of activities
with species from taxa where the holder
is exempted from registrating must be
for the enhancement of propagation or
survival of the species. This final rule
now includes such language in the
regulation at § 17.21(g)(6)(i). Captive
U.S. stocks of taxa to be exempted from
the CBW registration requirement are
characterized by large numbers of
specimens and successful breeding
efforts; therefore, their survival in
captivity appears assured. The fact that
these stocks are sufficient to satisfy
demand is evidenced by little or no

demand for additional specimens from
the wild. Computerized permit records
show that in the 3-year period 1991 to
1993, there were no imports of wild
specimens of any of these taxa (for the
pheasants, there have been no requests
for such imports since 1986).
Importation of wild-caught specimens of
these taxa for breeding purposes could
be approved only in unusual
circumstances, including a definitive
showing of need for new bloodlines that
could only be satisfied by wild animals.
A determination would have to be made
that the status of the wild population
would safely allow limited taking.
Preference would be given to imports of
captive-born specimens of the exempted
taxa. The importation of either wild-
caught specimens or specimens born in
captivity outside the United States
would continue to require permits
under section 10 of the Act as well as
the Convention on International Trade
in Endangered Species.

Comment: In the final rule published
on December 27, 1993 (58 FR 68323),
§17.21(g)(1) was amended to state that
the principal purpose of activities with
animals regulated under the CBW
system must be to facilitate captive
breeding. Section 17.21(g)(1)(ii) requires
that the purpose be to enhance the
propagation or survival of the species.
This double requirement is confusing
and apparently redundant.

Response: The Service agrees. The
purpose of the wording added to
§17.21(9)(1) was to indicate that public
education could not be used as the sole
basis for justifying issuance of a CBW
registration for species that do not
qualify for the exempted taxa list. The
text of this final rule has been revised
to clarify this issue.

Comment: An objection was made
that the proposed rule would require
entities such as circuses to show that
permanent exports of generic tigers
would be for the purpose of
enhancement of propagation or survival
of the species in accordance with
§17.21(9)(4). This does not make sense,
since the Service has concluded that
inter-subspecific crossed or generic
tigers have no value in terms of
preserving the species through
propagation because they no longer
have the same genetic makeup as wild
populations.

Response: The Service agrees that
generic or inter-subspecific crossed
tigers cannot be used for enhancement
of propagation of the species. However,
they can be used in a manner that
should enhance survival of the species
in the wild. Examples include
exhibition in a manner designed to
educate the public about the ecological

role and conservation needs of the
species and satisfaction of demand for
tigers so that wild specimens or captive
purebred subspecies are not used.

Export of any of the exempted taxa
will continue to require appropriate
CITES documentation under 50 CFR
part 23. The information required by
§17.21(9)(4) can be submitted with the
CITES application, as is current
practice.

Discussion of Final Rule

This final rule revises existing §§17.3
and 17.21(g). These revisions and their
effects are discussed below:

1. “*Harass” under the definition of
“take in §17.3 is an act or omission that
creates the likelihood of injury by
annoying wildlife to such an extent as
to significantly disrupt normal behavior
patterns. The applicability of this
concept to captive-held animals has
been unclear, since human activities,
including normal husbandry practices,
provided in caring for captive-held
wildlife in all probability disrupt
behavior patterns.

In light of this, the definition of
“harass” in 50 CFR 17.3 is modified to
exclude normal animal husbandry
practices that are not likely to result in
injury such as humane and healthful
care when applied to captive wildlife.
While no permit is required to possess
lawfully acquired listed wildlife, a
person cannot possess wildlife without
doing something to it that might be
construed as harassment under a literal
interpretation of the definition in use
since 1979, e.g., keep it in confinement,
provide veterinary care, etc. Under this
scenario, a person who legally
possessed wildlife without a permit
could be considered in violation of the
prohibition against harassment unless
they obtained a specific permit that
authorized them to conduct normal
animal husbandry activities. Had
Congress intended this result, the
prohibition on possession in section 9 of
the Act would not have been limited to
endangered species taken in violation of
the Act.

However, maintaining animals in
inadequate, unsafe or unsanitary
conditions, physical mistreatment, and
the like constitute harassment because
such conditions might create the
likelihood of injury or sickness. The Act
continues to afford protection to listed
species that are not being treated in a
humane manner.

2. Ten species of pheasants (family
Phasianidae), parakeets of the species
Neophema splendida and N. pulchella,
the Laysan duck, the white-winged
wood duck, and the “generic” tiger are
exempted from the CBW registration
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requirements of § 17.21(g)(2), because
their survival in captivity appears
assured. All of these taxa are present in
the United States in large numbers and/
or are genetically unsuitable for
scientifically-based breeding programs
(as is the case with the generic tiger).
The four purebred subspecies of tiger in
captivity in the United States are the
subject of breeding programs under
SSP’s and will continue to require CBW
registrations.

Current holders of CBW registrations
for the above taxa (listed in
§17.21(9)(6)) will no longer need them.
Applications for new or renewed
registrations for these taxa that are
pending before the Service on the
effective date of this rule will not be
processed.

No written annual reports will be
required of holders of these exempted
taxa. However, record keeping and
inspection requirements of 50 CFR
13.46 and 13.47 are still in place for
persons holding the exempted taxa or
other captive-bred species requiring a
CBW registration. It is estimated that the
paperwork burden of the CBW system
on the Service and the public will be
reduced.

The Service believes that this
relaxation of the registration
requirement in §17.21(g) will not
operate to the disadvantage of the
species in the wild; further, it will be
consistent with the conservation of the
species because domestic demand has
been, and will continue to be, satisfied
by captive-born wildlife. The import of
live wild-caught specimens, including
those belonging to the exempted taxa,
would not be authorized unless
evidence showed a need for new
bloodlines that could not be satisfied by
internal exchange or that foreign-bred
specimens were unavailable.
Furthermore, the Service would have to
determine that the wild populations
could sustain limited taking.

Regulatory Analysis

This rulemaking has been reviewed
by the Office of Management and
Budget review under Executive Order
12866. Furthermore, the Department of
the Interior certifies that this document
will not have a significant economic
effect on a substantial number of small
entities (zoos, circuses, independent
breeders) under the Regulatory
Flexibility Act (5 U.S.C. 601 et seq.).
This rule will beneficially affect about
400 small entities currently registered
under the CBW system. The economic
effects are minor since they represent
less than $20,000 and thus, the total
effect on such small entities will be
minimal. There will be a regulatory

reduction for those entities holding
species to be exempted from registration
by this rule. This rule may also provide
a reduction of risk to holders of captive
wildlife because of the amended
definition of ““harass”.

This final rule is not a major rule
under 5 U.S.C. 804(2), the Small
Business Regulatory Enforcement
Fairness Act and will not negatively
effect the economy, consumer costs, or
U.S. based-enterprises. The Service
recognizes that the rule will effect a
substantial number of small entities,
such as zoo, circuses, or independent
breeders, but in a beneficial manner.

The Service has determined and
certified pursuant to the Unfunded
Mandates Reform Act, 2 U.S.C. 1502 et
seq., that this rulemaking will not
impose a cost of $100 million or more
in any given year on private entities, or
local or State governments.

The Department has determined that
these final regulations meet the
applicable standards provided in
Section 3(a) and 3(b)(2) of Executive
Order 12988.

This rule will not have substantial
direct effects on the States, in their
relationship between the Federal
Government and the States or on the
distribution of power and
responsibilities among the various
levels of government. Therefore, in
accordance with Executive Order 12612
the Service has determined that the rule
does not have significant Federalism
implications to warrant the preparation
of a Federalism Assessment.

The Service has determined that the
rule has no potential takings of private
property implications as defined in
Executive Order 12630.

Persons registering with the Service
for a captive-bred wildlife registration
requires the collection of information,
and the Office of Management and
Budget has approved the collection of
information contained in this rule under
44 U.S.C. 3501 et seq. and assigned
clearance number 1018-0093 with an
expiration date of February 28, 20001.
The application information submitted
by a person for a captive-bred wildlife
registration is used by the Service to
make decisions in accordance with
wildlife regulations on the issuance,
suspension, revocation or denial of
permits. The Service has reviewed all
permit information collection
requirements and ensured the burden
imposed on the public is the lowest
possible. It should be noted that the
main intent of this rule is to lower the
number of persons needing a
registration.

The Service has reviewed this rule
under Executive Order 12372 and

determined that intergovernmental
consultation is unnessary.

The Service has determined that these
regulations are categorically excluded
from further National Environmental
Policy Act (NEPA) requirements. Part
516 of the Departmental Manual,
Chapter 6, Appendix I, section 1.4(A)(1)
categorically excludes changes or
amendments to an approved action
when such changes have no potential
for causing substantial environmental
impact.

The Service has evaluated possible
effects on Federally recognized Tribes
and determined that there will be no
adverse effects to any Tribe. Any
individual tribal member possessing a
CBW registration will receive the same
beneficial regulatory and economic
relief as other registrants who hold
wildlife species that will be exempted
by this rule.

List of Subjects in 50 CFR Part 17

Endangered and threatened species,
Exports, Imports, Reporting and
recordkeeping requirements,
Transportation.

Regulation Promulgation

For the reasons set forth in the
preamble, title 50, chapter I, subchapter
B, part 17, subpart C is amended as set
forth below.

PART 17—[AMENDED]

1. The authority citation for part 17
continues to read as follows:

Authority: 16 U.S.C. 1361-1407; 16 U.S.C.
1531-1544; 16 U.S.C. 4201-4245; Pub. L. 99—
625, 100 Stat. 3500.

Subpart A—Introduction and General
Provisions

2. The definition of “Harass’” in §17.3
is revised to read as follows:

§17.3 Definitions.
* * * * *

Harass in the definition of “take” in
the Act means an intentional or
negligent act or omission which creates
the likelihood of injury to wildlife by
annoying it to such an extent as to
significantly disrupt normal behavioral
patterns which include, but are not
limited to, breeding, feeding, or
sheltering. This definition, when
applied to captive wildlife, does not
include generally accepted:

(1) Animal husbandry practices that
meet or exceed the minimum standards
for facilities and care under the Animal
Welfare Act,

(2) Breeding procedures, or

(3) Provisions of veterinary care for
confining, tranquilizing, or
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anesthetizing, when such practices,
procedures, or provisions are not likely
to to result in injury to the wildlife.

* * * * *

Subpart C—Endangered Wildlife

3. Section 17.21(q) is revised to read
as follows:

§17.21 Prohibitions.

* * * * *

(9) Captive-bred wildlife. (1)
Notwithstanding paragraphs (b), (c), (e)
and (f) of this section, any person may
take; export or re-import; deliver,
receive, carry, transport or ship in
interstate or foreign commerce, in the
course of a commercial activity; or sell
or offer for sale in interstate or foreign
commerce any endangered wildlife that
is bred in captivity in the United States
provided either that the wildlife is of a
taxon listed in paragraph (g)(6) of this
section, or that the following conditions
are met:

(i) The wildlife is of a species having
a natural geographic distribution not
including any part of the United States,
or the wildlife is of a species that the
Director has determined to be eligible in
accordance with paragraph (g)(5) of this
section;

(i) The purpose of such activity is to
enhance the propagation or survival of
the affected species;

(iii) Such activity does not involve
interstate or foreign commerce, in the
course of a commercial activity, with
respect to non-living wildlife;

(iv) Each specimen of wildlife to be
re-imported is uniquely identified by a
band, tattoo or other means that was
reported in writing to an official of the
Service at a port of export prior to
export from the United States; and

(v) Any person subject to the
jurisdiction of the United States who
engages in any of the activities
authorized by this paragraph does so in
accordance with paragraphs (9) (2), (3)
and (4) of this section, and with all
other applicable regulations in this
Subchapter B.

(2) Any person subject to the
jurisdiction of the United States seeking
to engage in any of the activities
authorized by this paragraph must first
register with the Service (Office of
Management Authority, U.S. Fish and
Wildlife Service, 4401 N. Fairfax Drive,
Arlington, Virginia 22203). Requests for
registration must be submitted on an
official application form (Form 3-200-
41) provided by the Service, and must
include the following information:

(i) The types of wildlife sought to be
covered by the registration, identified by
common and scientific name to the

taxonomic level of family, genus or
species;

(ii) A description of the applicant’s
experience in maintaining and
propagating the types of wildlife sought
to be covered by the registration, and
when appropriate, in conducting
research directly related to maintaining
and propagating such wildlife;

(iii) Photograph(s) or other evidence
clearly depicting the facilities where
such wildlife will be maintained; and

(iv) a copy of the applicant’s license
or registration, if any, under the animal
welfare regulations of the U.S.
Department of Agriculture (9 CFR part
2).
(3) Upon receiving a complete
application, the Director will decide
whether or not the registration will be
approved. In making this decision, the
Director will consider, in addition to the
general criteria in §13.21(b) of this
subchapter, whether the expertise,
facilities or other resources available to
the applicant appear adequate to
enhance the propagation or survival of
the affected wildlife. Public education
activities may not be the sole basis to
justify issuance of a registration or to
otherwise establish eligibility for the
exception granted in paragraph (g)(1) of
this section. Each person so registered
must maintain accurate written records
of activities conducted under the
registration, and allow reasonable access
to Service agents for inspection
purposes as set forth in §§13.46 and
13.47. Each person registered must
submit to the Director an individual
written annual report of activities,
including all births, deaths and transfers
of any type.

(4) Any person subject to the
jurisdiction of the United States seeking
to export or conduct foreign commerce
in captive-bred endangered wildlife that
will not remain under the care of that
person must first obtain approval by
providing written evidence to satisfy the
Director that the proposed recipient of
the wildlife has expertise, facilities or
other resources adequate to enhance the
propagation or survival of such wildlife
and that the proposed recipient will use
such wildlife for purposes of enhancing
the propagation or survival of the
affected species.

(5)(i) The Director will use the
following criteria to determine if
wildlife of any species having a natural
geographic distribution that includes
any part of the United States is eligible
for the provisions of this paragraph:

(A) Whether there is a low demand for
taking of the species from wild
populations, either because of the
success of captive breeding or because
of other reasons, and

(B) Whether the wild populations of
the species are effectively protected
from unauthorized taking as a result of
the inaccessibility of their habitat to
humans or as a result of the
effectiveness of law enforcement.

(ii) The Director will follow the
procedures set forth in the Actand in
the regulations thereunder with respect
to petitions and notification of the
public and governors of affected States
when determining the eligibility of
species for purposes of this paragraph.

(iii) In accordance with the criteria in
paragraph (g)(5)(i) of this section, the
Director has determined the following
species to be eligible for the provisions
of this paragraph:

Laysan duck (Anas laysanensis).

(6) Any person subject to the
jurisdiction of the United States seeking
to engage in any of the activities
authorized by paragraph (g)(1) of this
section may do so without first
registering with the Service with respect
to the bar-tailed pheasant (Syrmaticus
humiae), Elliot’s pheasant (S. ellioti),
Mikado pheasant (S. mikado), brown
eared pheasant (Crossoptilon
mantchuricum), white eared pheasant
(C. crossoptilon), cheer pheasant
(Catreus wallichii), Edward’s pheasant
(Lophura edwardsi), Swinhoe’s
pheasant (L. swinhoii), Chinese monal
(Lophophorus lhuysii), and Palawan
peacock pheasant (Polyplectron
emphanum); parakeets of the species
Neophema pulchella and N. splendida;
the Laysan duck (Anas laysanensis); the
white-winged wood duck (Cairina
scutulata); and the inter-subspecific
crossed or ‘“‘generic” tiger (Panthera
tigris) (i e., specimens not identified or
identifiable as members of the Bengal,
Sumatran, Siberian or Indochinese
subspecies (Panthera tigris tigris, P.t.
sumatrae, P.t. altaica and P.t. corbetti,
respectively) provided:

(i) The purpose of such activity is to
enhance the propagation or survival of
the affected exempted species;

(i) Such activity does not involve
interstate or foreign commerce, in the
course of a commercial activity, with
respect to non-living wildlife;

(iii) Each specimen to be re-imported
is uniquely identified by a band, tattoo
or other means that was reported in
writing to an official of the Service at a
port of export prior to export of the
specimen from the United States;

(iv) No specimens of the taxa in this
paragraph (g)(6) of this section that were
taken from the wild may be imported for
breeding purposes absent a definitive
showing that the need for new
bloodlines can only be met by wild
specimens, that suitable foreign-bred,
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captive individuals are unavailable, and
that wild populations can sustain
limited taking, and an import permit is
issued under §17.22;

(v) Any permanent exports of such
specimens meet the requirements of
paragraph (g)(4) of this section; and

(vi) Each person claiming the benefit
of the exception in paragraph (g)(1) of
this section must maintain accurate
written records of activities, including
births, deaths and transfers of
specimens, and make those records
accessible to Service agents for
inspection at reasonable hours as set
forth in 8§13.46 and 13.47.

Dated: May 26, 1998.
Donald J. Barry,

Assistant Secretary for Fish and Wildlife and
Parks.

[FR Doc. 98-24384 Filed 9-10-98; 8:45 am]
BILLING CODE 4310-55-P

DEPARTMENT OF COMMERCE

National Oceanic and Atmospheric
Administration

50 CFR Part 285
[1.D. 090498A]

Atlantic Tuna Fisheries; Atlantic
Bluefin Tuna; Closure

AGENCY: National Marine Fisheries
Service (NMFS), National Oceanic and
Atmospheric Administration (NOAA),
Commerce.

ACTION: General category closure.

SUMMARY: NMFS has determined that
the 1998 Atlantic bluefin tuna (BFT)
General category subquota for the
September period will be attained by
September 8, 1998. Therefore, General
category fishery for September will be
closed effective 11:30 p.m. on
September 8, 1998. This action is being
taken to prevent overharvest of the
adjusted subguota of 201 metric tons
(mt) for the September period.

DATES: Effective 11:30 p.m. local time
on September 8, 1998, through
September 30, 1998.

FOR FURTHER INFORMATION CONTACT:
Sarah McLaughlin, 301-713-2347, or
Pat Scida, 978-281-9260.
SUPPLEMENTARY INFORMATION:
Regulations implemented under the
authority of the Atlantic Tunas
Convention Act (16 U.S.C. 971 et seq.)
governing the harvest of BFT by persons
and vessels subject to U.S. jurisdiction
are found at 50 CFR part 285. Section
285.22 subdivides the U.S. quota
recommended by the International
Commission for the Conservation of

Atlantic Tunas among the various
domestic fishing categories.

General Category Closure

NMFS is required, under
§285.20(b)(1), to monitor the catch and
landing statistics and, on the basis of
these statistics, to project a date when
the catch of BFT will equal the quota
and publish a Federal Register
announcement to close the applicable
fishery.

Implementing regulations for the
Atlantic tuna fisheries at 50 CFR 285.22
provide for a subquota of 194 mt of large
medium and giant BFT to be harvested
from the regulatory area by vessels
permitted in the General category
during the period beginning September
1 and ending September 30. Due to an
underharvest of 7 mt in the June-August
period subquota, the September period
subqguota was adjusted to 201 mt. Based
on reported catch and effort, NMFS
projects that this revised subquota will
be reached by September 8, 1998.
Therefore, fishing for, retaining,
possessing, or landing large medium or
giant BFT by vessels in the General
category must cease at 11:30 p.m. local
time September 8, 1998. The General
category will reopen October 1, 1998,
with a quota of 65 mt for the October-
December period. If necessary, the
October-December subquota will be
adjusted based on actual landings from
September. While the General category
is open, General category permit holders
are restricted from all BFT fishing,
including tag-and-release fishing, on
restricted-fishing days. However, for the
remainder of September, previously
designated restricted-fishing days are
waived; therefore, General category
permit holders may tag and release BFT
while the General category is closed
prior to the October 1 opening, subject
to the requirements of the tag and
release program at 50 CFR 285.27.

The intent of this closure is to prevent
overharvest of the September period
subqguota established for the General
category.

Classification

This action is taken under 50 CFR
285.20(b) and 50 CFR 285.22 and is
exempt from review under E.O. 12866.

Authority: 16 U.S.C. 971 et seq.
Dated: September 4, 1998.

Richard W. Surdi,

Acting Director, Office of Sustainable
Fisheries, National Marine Fisheries Service.

[FR Doc. 9824405 Filed 9-8-98; 2:00 pm]
BILLING CODE 3510-22-F

DEPARTMENT OF COMMERCE

National Oceanic and Atmospheric
Administration

50 CFR Part 679

[Docket No. 980903229-8229-01; I.D.
051898A]

RIN 0648—-AK73

Fisheries of the Exclusive Economic
Zone Off Alaska; Stand Down
Requirements for Trawl Catcher
Vessels Transiting Between the Bering
Sea and the Gulf of Alaska

AGENCY: National Marine Fisheries
Service (NMFS), National Oceanic and
Atmospheric Administration (NOAA),
Commerce.

ACTION: Final rule.

SUMMARY: NMFS issues regulations to
implement a stand down requirement
for trawl catcher vessels transiting
between the Bering Sea and Aleutian
Islands Management Area (BSAI) and
Gulf of Alaska (GOA). This action is
necessary to prevent unexpected shifts
of fishing effort between BSAI and GOA
fisheries that can lead to overharvests of
total allowable catch (TAC) in the
Western and Central (W/C) Regulatory
Areas of the GOA. This action is
intended to further the goals and
objectives of the Fishery Management
Plan for Groundfish of the Gulf of
Alaska and the Fishery Management
Plan for the Groundfish Fishery of the
Bering Sea and Aleutian Islands Area
(FMPs).

DATES: Effective September 8, 1998.

ADDRESSES: Copies of the
Environmental Assessment/Regulatory
Impact Review/Final Regulatory
Flexibility Analysis (EA/RIR/FRFA)
prepared for this action are available
from the Alaska Region, NMFS, P.O.
Box 21668, Juneau, AK 99802, Attn:
Lori J. Gravel, or by calling the Alaska
Region, NMFS, at 907-586-7228.

FOR FURTHER INFORMATION CONTACT: Kent
Lind, 907-586—7228 or
kent.lind@noaa.gov.

SUPPLEMENTARY INFORMATION: The
groundfish fisheries off Alaska are
managed by NMFS under the FMPs. The
FMPs were prepared by the North
Pacific Fishery Management Council
(Council) under the Magnuson-Stevens
Fishery Conservation and Management
Act. Federal regulations governing the
groundfish fisheries appear at 50 CFR
parts 600 and 679.

Background and Need for Action

In recent years, management of the
inshore pollock and Pacific cod fisheries
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of the W/C Regulatory Areas of the GOA
has become increasingly difficult. The
risk of harvest overruns has grown due
to TAC amounts that are small relative
to the potential fishing effort. The
problem has been most acute in the
Western Regulatory Area of the GOA
due to the constant potential that
numerous large catcher vessels based in
the Bering Sea could cross into the GOA
to participate in pollock and Pacific cod
openings that have relatively small
TACs. NMFS currently lacks a
preseason vessel registration program
that could gauge potential effort in these
fisheries prior to openings, and inseason
catch information in these fisheries is
neither timely nor accurate enough to
allow adequate management.

At its February 1998 meeting, the
Council recommended two distinct
management solutions to respond to the
difficulties associated with managing
the pollock and Pacific cod fisheries of
the W/C Regulatory Areas. The first
solution was a stand down requirement
that is contained in this final rule. Trawl
catcher vessels transiting between the
BSAI and GOA would be required to
offload and refrain from fishing for a
period of time before beginning fishing
in the new area. The second solution,
currently under development by NMFS,
is a vessel registration program that
would require vessels to register with
NMFS in advance of entering certain
critical fisheries. Both of these programs
are described in detail in the EA/RIR/
FRFA prepared for this action.

OnJuly 21, 1998, NMFS published a
proposed rule in the Federal Register
(63 FR 39065) to implement the
Council’s recommended stand down
requirement for trawl catcher vessels
transiting between the BSAI and GOA.
Comments on the proposed rule were
invited through August 20, 1998. No
comments were received by the end of
the comment period. The following is a
summary of the major elements of the
final rule. One clarifying change was
made from the proposed rule.

This final rule establishes a stand
down requirement for all trawl catcher
vessels transiting between the BSAI and
GOA that is in effect when non-CDQ
pollock or Pacific cod fisheries are open
in the BSAI or GOA. Vessels leaving the
BSAI to fish in the GOA are required to
offload all fish caught in the BSAI and
are prohibited from deploying trawl gear
in the W/C Regulatory Areas of the GOA
until 1200 hours A.L.t. on the third day
after the date that offloading was
completed. Vessels transiting from the
Western Regulatory Area to the BSAI are

subject to the same 3-day stand down
requirement. However, vessels
transiting from the Central Regulatory
Area to the BSAI are subject to a 2-day
stand down period. Further justification
of the stand down requirement
implemented by this final rule is
contained in the preamble to the
proposed rule and in the EA/RIR/FRFA
prepared for this action.

Changes from the Proposed Rule

In the final rule, the table at
§679.23(h) was revised to specify that
the stand down requirements do not
apply to vessels engaged in Community
Development Quota (CDQ) fishing in the
BSAI. The proposed rule did not
specifically mention whether the stand
down requirements apply to vessels
engaged in CDQ fishing. Vessels fishing
under a CDQ management system use
an individual vessel quota monitoring
system. Consequently, a stand down
requirement is unnecessary to prevent
overharvest. The Council intended that
this action apply only to open access
fishing for pollock and Atka mackerel.
There was no intent that it apply to
vessels fishing under a CDQ
management system.

Classification

This final rule has been determined to
be not significant for the purposes of
E.O. 12866.

NMFS prepared a final regulatory
flexibility analysis that consists of the
EA/RIR/FRFA and the preambles to the
proposed and final rules. A copy of the
EA/RIR/FRFA is available from NMFS
(see ADDRESSES).

The FRFA concluded that the stand
down requirement will affect an
estimated 275 trawl catcher vessels
fishing for groundfish in the GOA and
BSALI, all of which are considered small
entities, because it would restrict their
ability to make rapid transits between
the BSAI and GOA groundfish fisheries.
Managing pollock and Pacific cod
fisheries in the GOA has become
increasingly difficult due to the
potential for large catcher vessels based
in the BSAI to participate in pollock and
Pacific cod openings in the GOA that
have relatively small TACs and risk
harvest overruns. Ten to 15 catcher
vessels, believed to be based in the
BSAI, made rapid transits from one area
to another in 1997. NMFS cannot
calculate how many such vessels might
transit in 1998, but the possibility exists
that more than 10-15 catcher vessels
could participate in GOA pollock and
Pacific cod fisheries and risk harvest

overruns. NMFS projects that the stand
down requirement could result in the
foregone harvest of pollock to BSAI-
based catcher vessels, which could
exceed the estimated 7,663 mt of
pollock harvested in 1997 by these
vessels. NMFS cannot calculate this
action’s impact on the affected vessels,
but the possibility exists that it could
result in losses of 5 percent or more of
these vessels’ gross revenues and/or
increase the costs of production by more
than 5 percent.

No entities are expected to be forced out
of business as a result of this action.
Nevertheless, based on NMFS threshold
guidelines, this action could result in a
significant economic impact on a
substantial number of small entities. A
discussion of the regulatory alternatives
and steps taken to minimize the
significant economic impacts of this
action are included in the EA/RIR/
FRFA. No comments were received
regarding this conclusion.

The immediate effectiveness of this
action is required to prevent possible
harvest overruns during the third
pollock season in the W/C Regulatory
Areas of the GOA, which opened on
September 1. Accordingly, the Assistant
Administrator for Fisheries, NOAA
finds there is good cause to waive the
30-day delayed effectiveness period for
this action under 5 U.S.C. 553(d)(3).

List of Subjects in 50 CFR Part 679

Alaska, Fisheries, Reporting and
recordkeeping requirements.

Dated: September 4, 1998.
Rolland A. Schmitten,

Assistant Administrator for Fisheries,
National Marine Fisheries Service.

For the reasons set out in the
preamble, 50 CFR part 679 is amended
as follows:

PART 679—FISHERIES OF THE
EXCLUSIVE ECONOMIC ZONE OFF
ALASKA

1. The authority citation for part 679
continues to read as follows:

Authority: 773 et seq., 16 U.S.C. 1801 et
seq., and 3631 et seq.

2.1n §679.23 a new paragraph (h) is
added to read as follows:

§679.23 Seasons.

* * * * *

(h) Stand down requirements for trawl
catcher vessels transiting between the
BSAIl and GOA.
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If you own or operate a catcher vessel and fish for
groundfish with trawl gear in the* * *

You are prohibited from subsequently
deploying trawl gear in the* * *

Until* * *

(1) BSAI while pollock or Pacific cod is open to di-
rected fishing in the BSAI.

(2) Western Regulatory Area of the GOA while pol-
lock or inshore Pacific cod is open to directed
fishing in the Western Regulatory Area of the
GOA.

(3) Central Regulatory Area of the GOA while pol-
lock or inshore Pacific cod is open to directed
fishing in the Central Regulatory Area of the
GOA.

Western and Central Regulatory
Areas of the GOA.

1200 hours A.lL.t. on the third day after the date of
landing or transfer of all groundfish on board the
vessel harvested in the BSAI, unless you are
engaged in directed fishing for Pacific cod in the
GOA for processing by the offshore component.

1200 hours A.lLt. on the third day after the date of
landing or transfer of all groundfish on board the
vessel harvested in the Western Regulatory
Area of the GOA, unless you are participating in

a CDQ fishery.

1200 hours A.lLt. on the second day after the date
of landing or transfer of all groundfish on board
the vessel harvested in the Central Regulatory
Area of the GOA, unless you are participating in

a CDQ fishery.

[FR Doc. 9824451 Filed 9-8-98; 3:15 pm]
BILLING CODE 3510-22-P



48644

Proposed Rules

Federal Register

Vol. 63, No. 176
Friday, September 11, 1998

This section of the FEDERAL REGISTER
contains notices to the public of the proposed
issuance of rules and regulations. The
purpose of these notices is to give interested
persons an opportunity to participate in the
rule making prior to the adoption of the final
rules.

NUCLEAR REGULATORY
COMMISSION

10 CFR Parts 2 and 51
RIN 3150—AG09

Streamlined Hearing Process for NRC
Approval of License Transfers

AGENCY: Nuclear Regulatory
Commission.

ACTION: Proposed rule.

SUMMARY: The Nuclear Regulatory
Commission is proposing an
amendment to its regulations that would
provide specific uniform procedures
and rules of practice for handling
requests for hearings associated with
license transfer applications involving
both material and reactor licensees.
Conforming amendments are also made
to certain other parts of the
Commission’s regulations. These new
provisions would provide for public
participation and opportunity for an
informal hearing on matters relating to
license transfers, specify procedures for
filing and docketing applications for
license transfers, and assign appropriate
authorities for issuance of
administrative amendments to reflect
approved license transfers. This
rulemaking would also add a categorical
exclusion that would permit processing
of transfer applications without
preparation of Environmental
Assessments.

DATES: The comment period expires
October 13, 1998. Comments received
after this date will be considered if it is
practical to do so, but the Commission
is able to assure consideration only for
comments received on or before this
date. Comments may be submitted
either electronically or in written form.

ADDRESSES: Written comments should
be sent to: Secretary of the Commission,
U.S. Nuclear Regulatory Commission,
Washington, DC 20555-0001, Attention:
Rulemaking and Adjudications Staff.
You may also provide comments via
the NRC’s interactive rulemaking web
site through the NRC home page (http:/

/www.nrc.gov). From the home page,
select ““Rulemaking’ from the tool bar.
The interactive rulemaking web site can
then be accessed by selecting
“Rulemaking Forum.” This site
provides the ability to upload comments
as files (any format), if your web
browser supports that function. For
information about the interactive
rulemaking web site, contact Ms. Carol
Gallagher, (301) 415-5905; e-mail
CAG@nrc.gov.

Comments received on this
rulemaking may be examined at the
NRC Public Document Room, 2120 L
Street NW (Lower Level), Washington,
DC.

FOR FURTHER INFORMATION CONTACT:
Joseph R. Gray, Office of the General
Counsel, U.S. Nuclear Regulatory
Commission, Washington, DC 20555—
0001, telephone (301) 415-1740, E-mail
JRG@NRC.GOV.

SUPPLEMENTARY INFORMATION:

Introduction and Purpose

As part of broader efforts to improve
the effectiveness of the agency’s
programs and processes, the
Commission has begun an examination
of its practices and procedures for
considering proposed licensing and
regulatory actions before it. The
Commission recently issued a
““Statement of Policy on Conduct of
Adjudicatory Proceedings” directing its
hearing boards and presiding officers to
employ certain measures to ensure
efficient conduct of proceedings within
the framework of 10 CFR Part 2, Subpart
G, the agency’s formal adjudicatory
hearing procedures. (See 63 FR 41872;
August 5, 1998).

A number of categories of NRC
licensees, but in particular the electric
power industry, have undergone and
will continue to undergo significant
transformations as a result of changes to
the economic and regulatory
environment in which they operate.
Electric utilities in particular are now
operating in an environment which is
increasingly characterized by
restructuring and organizational change.
In recent years, the Commission has
seen a significant increase in the
number of requests for transfers of NRC
licenses. The number of requests related
to reactor licenses has increased from a
historical average of 2—3 per year to
more than 20 requests in fiscal year
1997. With the restructuring that the

energy industry is undergoing, we
expect this high rate of requests for
approval of license transfers to
continue. Because of the need for
expeditious decision making from all
agencies, including the Commission, for
these kinds of transactions, timely and
effectively resolution of requests for
transfers on the part of the Commission
is essential.

In general, license transfers do not
involve any changes to plant operations
or significant changes in personnel of
consequence to the continued
reasonable assurance of public health
and safety, but rather involve changes in
ownership or partial ownership of
facilities at a corporate level. Section
184 of the Atomic Energy Act of 1954,
as amended (AEA), specifies, however,
that:

[N]o license granted hereunder * * * shall
be transferred, assigned, or in any manner
disposed of, either voluntarily or
involuntarily, directly or indirectly, through
transfer of control of any license to any
person, unless the Commission shall, after
securing full information, find that the
transfer is in accordance with the provisions
of this Act, and shall give its consent in
writing. (42 U.S.C. 2234; 10 CFR 30.34(b),
40.46, 50.80.)

Transfers falling within the foregoing
provision include indirect transfers
which might entail, for example, the
establishment of a holding company
over an existing licensee, as well as
direct transfers, such as transfer of an
ownership interest held by a non-
operating, minority owner, and the
complete transfer of the ownership and
operating authority of a single or
majority owner. Although other
requirements of the Commission’s
licensing provisions may also be
addressed to the extent relevant to the
particular transfer action, typical staff
review of such applications consists
largely of assuring that the ultimately
licensed entity has the capability to
meet financial qualification and
decommissioning funding aspects of
NRC regulations. These financial
capabilities are important over the long
term, but have no direct or immediate
impact on the requirements for day-to-
day operations at a licensed facility. The
same is generally true of applications
involving the transfer of materials
licenses.

Notwithstanding the nature of the
issues relevant to a decision on whether
to give consent to a license transfer, past
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Commission practice has generally used
formal hearing procedures in
accordance with the provisions of 10
CFR Part 2, Subpart G, for reactor
license transfers or informal hearing
procedures as provided by 10 CFR Part
2, Subpart L, in connection with
materials licenses. As explained above,
however, such transfers do not, as a
general proposition, involve the type of
technical issues with immediate impact
on the actual operation of the facilities
that could benefit from review by a
multi-member, multi-disciplined
Atomic Safety and Licensing Board
historically used by the Commission in
hearings on initial licensing or issuing
amendments to licenses that
substantially affect the technical
operations of a licensed reactor facility.
It is a matter suitable for reasonable
discussion whether such complex
hearing procedures provide the best
means of reaching decisions on such
technical issues, but, be they the best or
not, they clearly are not required and
are not the most efficient means for
resolving the issues encountered in
license transfers. Accordingly, the
Commission has determined that
requests for hearings on applications for
license transfers would be more
effectively handled by a separate
Subpart of 10 CFR Part 2 which
establishes an efficient and appropriate
process for handling hearing requests
associated with transfer applications
commensurate with the nature of the
issues involved and the rights of all
parties.

The basic requirement for an
opportunity for a hearing on a license
transfer is found in Section 189.a of the
Atomic Energy Act of 1954, as amended
(AEA), which provides that:

[IIn any proceeding under this Act, for the
granting, suspending, revoking, or amending
of any license or construction permit, or
application to transfer control, * * * the
Commission shall grant a hearing upon the
request of any person whose interest may be
affected by the proceeding, and shall admit
any such person as a party to such
proceeding. (42 U.S.C. 2239(a)(1).)

The Commission believes AEA
sections 184 and 189 give the
Commission the flexibility to fashion
procedures which provide for a fair
process to consider any issues raised
concerning license transfers while still
proceeding in an expedited manner. In
1983, a hearing on a materials license
amendment was held not to be required
by statute, i.e. (Sec. 189.a of the Atomic
Energy Act, to be conducted ““‘on the
record”. City of West Chicago v. U.S.
Nuclear Regulatory Commission, 701
F.2d 632, 641-45 (7th Cir. 1983). There,
the court declined to read section 189.a

as requiring ‘“‘on-the-record’ hearings,
in the absence of clear Congressional
“intent to trigger the formal on-the-
record hearing provisions of the APA.”
Id. at 641. The Commission has since
stated that it interprets section 189.a as
not requiring formal hearings in reactor
licensing proceedings. En Banc Brief for
Respondents dated August 30, 1991
(filed in the U.S. Court of Appeals for
the District of Columbia Circuit, No. 89—
1381, Nuclear Information and Resource
Service v. NRC, at pp. 32-38).

During the past several years, the
Commission has, on several occasions,
undertaken to tailor procedures
appropriate to reaching decisions on
particular types of proposed actions.
These approaches have been upheld by
the courts using the principles set forth
in Chevron U.S.A. v. Natural Resources
Defense Council, 467 U.S. 837, 842-844
(1984). In Nuclear Information Resource
Service v. Nuclear Regulatory
Commission, 969 F.2d 1169, 1173 (D.C.
Cir. 1992), upholding the Commission’s
new procedures for issuance of a
combined license for standardized
reactor designs, the Court noted that

While this section [189.a] plainly requires
a “‘hearing upon request’ before the
“granting” of a license, it provides no
unambiguous instruction as to how the
“hearing” is to be held; nor does it speak in
any direct fashion to the question of whether
the Commission must rehear issues already
resolved at earlier stages in the licensing
process. As we noted in Union of Concerned
Scientists v. NRC, 920 F.2d 50, 53-54 (D.C.
Cir. 1990) ( ““UCS II"):

[T]he [Atomic Energy] Act itself nowhere
describes the content of a hearing or
prescribes the manner in which this
“hearing” is to be run. * * * We are, of
course, obliged to defer to the operating
procedures employed by the agency [i.e.,
move to a Chevron step Il analysis] when the
governing statute requires only that a
“hearing’” be held. (emphasis in original).

In Kelley v. Selin, 42 F.3d 1501, 1511
(6th Cir. 1995), the court followed a
similar line of reasoning in concluding
that the procedures adopted by the
Commission to approve casks for spent
nuclear fuel storage were acceptable.
These decisions give the Commission
confidence that an interpretation of
section 189.a to permit the kind of
procedures we propose here will find
judicial support.1

1Further, the Commission has specifically found
that the statute does not mandate pre-effectiveness
hearings for transfers of NRC licenses, an action
which the Commission has noted is not a licensing
action under Section 189.a(1) of the AEA. Long
Island Lighting Company (Shoreham Nuclear Power
Station, Unit 1), CLI-92—4, 35 NRC 69, 77 (1992).
In this decision, the Commission determined that
the consent called for by Section 184 of the AEA
was to be granted by order, not by license
amendment, though it was recognized that

To promote uniformity, the proposed
hearing procedures for license transfers
will apply to both materials and reactor
licenses. The procedures are designed to
provide for public participation in the
event of requests for a hearing under
these provisions, while at the same time
providing an efficient process that
recognizes the time-sensitivity normally
present in transfer cases.

The proposed procedures would
cover any direct or indirect transfer for
which NRC approval is required
pursuant to the regulatory provisions
under which the license was issued.
NRC regulations and the Atomic Energy
Act require approval of any transfer of
control of a license. See AEA, Sec. 184.
42 U.S.C. 2234. This would include
those transfers that require license
amendments and those that do not. It
should be recognized that not all license
transfers will require license
amendments. For example, the total
acquisition of a licensee, without a
change in the name of the licensee, (e.g.,
through the creation of a holding
company which acquires the existing
licensee but which, beyond ownership
of the licensee, does not otherwise affect
activities for which a license is
required), would require NRC approval,
but would not necessarily require any
changes in the NRC license for the
facilities owned by the licensee.

These procedures do not expand or
change the circumstances under which
NRC approval of a transfer is necessary
nor do they change the circumstances
under which a license amendment
would be required to reflect an
approved transfer. Amendments to
licenses are required only to the extent
that ownership or operating authority of
a licensee, as reflected in the license
itself, is changed by a transfer. A
discussion of the process for issuing
amendments associated with an
approved transfer, when necessary, is
provided below.

The proposed procedures, similar to
those used by the Commission in cases
involving export and import licensing
hearings under 10 CFR Part 110, provide
for a legislative type hearing for license
transfers. These procedures will provide
opportunities for meaningful public
participation while minimizing areas
where a formal adjudicatory process
could introduce delays without any
commensurate benefit to the substance
of the Commission’s decisionmaking.

The Commission will either elect to
develop an evidentiary record and

conforming license amendments, of an
administrative nature, might also be required to
reflect a change in the name of the licensee. 35 NRC
at 76-77 and n.6.
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render a final decision itself, or will
appoint a Presiding Officer who will be
responsible for collecting evidence and
developing a record for submission to
the Commission. For such proceedings,
the Commission may appoint a
Presiding Officer from the Atomic
Safety and Licensing Board Panel
(ASLBP), although the proposed
regulations do not restrict the sources
from which the Commission may select.

It should be noted that the regulations
do not require the NRC staff to
participate in the proceedings as a
formal party unless the Commission
directs the use of Subpart G procedures
or otherwise directs the staff to
participate as a party. The Commission
expects, nevertheless, that, in most
cases, the staff will participate to the
extent that it will offer into evidence
staff’s Safety Evaluation Report that
supports its conclusions on whether to
initially grant or deny the requested
license transfer and provide one or more
appropriate sponsoring witnesses.
Greater staff involvement may be
directed by the Commission on its own
initiative or at the staff’s choosing, as
circumstances warrant.

One aspect of the proposed rule
designed to improve efficiency is the
decision to require oral hearings on all
transfers where a hearing is to be held
under Subpart M, with very limited
exceptions. It has been the
Commission’s experience under Subpart
L proceedings that intervenors are
particularly interested in having the
opportunity to make oral presentations
or arguments for inclusion in the record.
Even though such requests are rarely
granted,2 intervenors can and do
introduce the issue of whether to have
oral presentations in individual
proceedings. Rather than allow the issue
of oral presentations to become a point
of contention in individual proceedings
(which could introduce unnecessary
delays in completing the record) the
proposed rule would resolve this
concern by ensuring that all parties have
the opportunity to present oral
arguments and evidence. The question
of whether cross examination of
witnesses should be allowed has also
introduced an area for argument in
Subpart L proceedings.3 The
Commission has addressed this area of
potential dispute in the proposed rules
by providing for questioning of
witnesses only by the Presiding Officer.
Although only the Presiding Officer may
question witnesses, the proposed rules
specifically provide parties the

2Curators of the University of Missouri, CLI-95—
1,41 NRC 71, 120 (1995)
31d.

opportunity to present recommended
questions to the Presiding Officer.

Another aspect of the rule intended to
improve the efficiency of the
adjudicatory process is that, while it
does not provide for any separate
discovery, it does require that a Hearing
Docket containing all relevant
documents and correspondence be
established and be made available at the
Commission’s Public Document Room.
This approach is in keeping with
establishment of a case file as described
in the Commission’s recent Statement of
Policy on Conduct of Adjudicatory
Proceedings (63 FR 41872; August 5,
1998).

Finally, to improve the efficiency of
the adjudicatory process, the proposed
rules would impose schedular
milestones for the filing of testimony
and responses and for the
commencement of oral hearings. Subject
to the Presiding Officer’s scheduling
adjustments in particular proceedings,
the proposed procedures would require
initial testimony, statements of position
on the issues and responsive testimony
to be filed within 50 days of the
Commission’s decision to grant a
request for a hearing, and the hearing
would commence in just over two
months from the Commission’s decision
to hold a hearing. Assuming that the
NRC staff is able to complete its
technical review and take initial action
on the transfer application within three
to four months of its notice of receipt of
the application, these procedures are
expected to result in the issuance of a
final Commission decision on the
license transfer within about six to eight
months of the notice of receipt of the
application in routine cases. Complex
cases requiring more extensive review
or the use of different hearing
procedures may take more time.

Administrative License Amendments
Associated With License Transfers

As discussed above, not all license
transfers require license amendments.
Only when the license specifically has
reference to entities or persons that no
longer are accurate following the
approved transfer will a situation exist
that requires amendments to the license.
Such amendments are essentially
administrative in nature. That is, in
determining whether to approve such
amendments, the only issue is whether
the license amendment accurately
reflects the approved transfer.
Substantive issues regarding requests for
a hearing on the appropriateness of the
transfer itself may only be considered
using the procedures in this proposed
rule. The Commission has previously
noted that issuance of such an

administrative amendment, following
the review and approval of the transfer
itself, ““presents no safety questions and
clearly involves no significant hazards
considerations.” Long Island Lighting
Company, supra, 35 NRC at 77, n.6.

Safety Evaluation Reports (SERs)
prepared in connection with previous
license transfers confirm that such
transfers do not, as a general matter,
have significant impacts on the public
health and safety. Accordingly, the
proposed regulations provide that
conforming amendments to the license
may be issued by the staff at any time
after the staff has reviewed and
approved the proposed transfer,
notwithstanding the pendency of any
hearing under the proposed Subpart M.
As is done currently, staff approval of a
transfer application will take the form of
an order. Such order will also identify
any license amendment issued.

The Commission, through this
rulemaking, is making a generic finding
that, for purposes of 10 CFR 50.58(b)(5),
50.91 and 50.92, administrative
amendments which do no more than
reflect an approved transfer and do not
directly affect actual operating methods
and actual operation of the facility do
not involve a “significant hazards
consideration” and do not require that
a hearing opportunity be provided prior
to issuance. It must be emphasized that
any post-effectiveness hearing on such
administrative amendments will be
limited to the question of whether the
amendment accurately reflects the
approved transfer. The Commission
does note, however, that it retains the
authority, as a matter of discretion, to
direct completion of hearings prior to
issuance of the transfer approval and
any required amendments in individual
cases and to direct the use of other
hearing procedures, if the Commission
believes it is in the interest of public
health and safety to do so.

Environmental Issues

The staff has completed numerous
Environmental Assessments related to
license transfers. These assessments
have uniformly demonstrated that there
are no significant environmental effects
from license transfers. Indeed, as the
Commission has noted previously,
amendments effectuating an approved
transfer present no safety questions and
involve no significant hazards
considerations.4 Accordingly, the
Commission has determined that a new
categorical exclusion should be added
to 10 CFR Part 51 which will obviate the
need for the staff to continue to conduct

4Long Island Lighting Company, supra, 35 NRC
at 77, n. 6.
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individual Environmental Assessments
in each transfer case.

Limitation to License Transfers

The Commission wishes to emphasize
that the proposed rules address only
license transfers and associated
administrative amendments to reflect
transfers. Requests for license
amendments which involve changes in
actual operations or requirements
directly involving health and safety-
related activities will continue to be
subject to the amendment processes
currently in use, including the
requirement for individualized findings
under 10 CFR 50.58, 50.91 and 50.92
that address the necessity for pre-
effectiveness hearings.

Finding of No Significant
Environmental Impact and Categorical
Exclusion

The Commission has determined
under the National Environmental
Policy Act (NEPA) of 1969, as amended,
and the Commission’s regulations in
Subpart A of 10 CFR Part 51, that this
rule, if adopted, falls within the
categorical exclusion appearing at 10
CFR 51.22 (c)(1) for which neither an
Environmental Assessment nor an
Environmental Impact Statement is
required.

Further, under its procedures for
implementing NEPA, the Commission
may exclude from preparation of an
environmental impact statement, or an
environmental assessment, a category of
actions which do not individually or
cumulatively have a significant effect on
the human environment and which
have been found to have no such effect
in NRC proceedings. In this rulemaking,
the Commission proposes to find that
the approval of a direct or indirect
license transfer, as well as any required
administrative license amendments to
reflect the approved transfer, comprise a
category of actions which do not
individually or cumulatively have a
significant effect on the human
environment. Actions in this category
are similar in that, under the AEA and
Commission regulations, transfers of
licenses (and associated administrative
amendments to licenses) will not in and
of themselves permit the licensee to
operate the facility in any manner
different from that which has previously
been permitted under the existing
license. Thus, the transfer will usually
not raise issues of environmental impact
that differ from those considered in
initial licensing of a facility. In addition,
the denial of a transfer would also have,
in and of itself, no impact on the
environment, since the licensee would

still be authorized to operate the facility
in accordance with the existing license.
Environmental assessments that have
been conducted regarding numerous
license transfers under existing
regulations have not demonstrated the
existence of a major federal action
significantly affecting the environment.
Further, the proposed regulations do not
apply to any request for an amendment
that would directly affect the actual
operation of a facility. Amendments that
directly affect the actual operation of a
facility would be subject to
consideration pursuant to the existing
license amendment processes, including
the requirements in 10 CFR Part 2,
Subparts G or L, as appropriate and
applicable environmental review
requirements of 10 CFR Part 51.

Paperwork Reduction Act Statement

The proposed rule does not contain a
new or amended information collection
requirement subject to the Paperwork
Reduction Act of 1995 (44 U.S.C. 3501,
et. seq.). Existing requirements for 10
CFR Part 51 were approved by the
Office of Management and Budget,
approval number 3150-0021.

Public Protection Notification

If an information collection does not
display a currently valid OMB control
number, the NRC may not conduct or
sponsor, and a person is not required to
respond to, the information collection.

Regulatory Analysis

To determine whether the
amendments to 10 CFR Part 2 contained
in this proposed rule were appropriate,
the Commission considered the
following options:

1. The No-Action Alternative

This alternative was not deemed
acceptable for the following reasons.
First, this option would leave reactor
transfers subject to hearings using multi-
member, multi-disciplined licensing
boards, even though such transfers do
not involve the type of complex
technical questions for which multi-
member boards of diverse background
may provide a useful technical pool of
experience.

Second, the formal adjudicatory
hearing process would needlessly add
formality and resource burdens to the
development of a record for reaching a
decision on applications for transfer
approval without any commensurate
benefit to the public health and safety
or the common defense and security.

Third, the current process for
materials licensees under 10 CFR Part 2,
Subpart L, while not utilizing the multi-
member licensing boards, does not

necessarily result in uniform treatment
of all license transfer requests, and
provides at least the potential for more
formal hearings. Even if the requests for
more formal procedures are not granted
in typical materials cases, the process of
receiving motions for more formal
procedures, allowing responses from all
parties to those requests, and the need
for the Presiding Officer to consider and
rule on such requests introduces issues
and litigation on matters not involving
the merits of the particular application
and thus introduces the potential for
delays in materials license transfer
proceedings, without clear benefit to the
public health and safety or the common
defense and security.

2. Use 10 CFR Part 2, Subpart G for All
License Transfers

While assuring uniformity for all
license transfer requests, this option
would not result in an expeditious
process that would avoid the use of
multi-member licensing boards which is
unnecessary given the nature of typical
transfer applications. It would also
result in added formality and resources
being devoted to materials license
transfers on the part of all parties to the
hearing, without any resulting benefit to
public health and safety.

3. Use of 10 CFR Part 2, Subpart L for
All License Transfers

This option was considered as viable
to achieve uniformity and to avoid the
need for multi-member licensing boards
for conducting requested hearings.
Subpart L provides for paper hearings
unless oral presentations are ordered by
the Presiding Officer. Further, Subpart L
allows the Presiding Officer the option
of recommending to the Commission
that more formal procedures be used.
Even though such requests are rarely
granted, as a practical matter, there are
delays in the proceeding while parties
petition the Presiding Officer and/or the
Commission to have oral hearings and
to use additional procedures, such as
cross-examination and formal discovery.
Such discretion in structuring
individual hearings is appropriate
where the breadth of potential actions
and licensees (covering essentially all
amendments for a wide variety of
materials licensees) is governed by a
single hearing process. This flexibility,
however, inevitably leads to delays as
each party to the hearings proposes and
presents arguments to the Presiding
Officer concerning how the hearing
should be structured.

Where, as in the proposed rule, the
Commission is concerned with only one
type of approval, the Commission has
the ability to resolve through
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rulemaking many of these procedural
points concerning the conduct of the
hearing. The resolution of these issues
will allow the parties in license transfer
proceedings to move expeditiously to
examination of the substantive issues in
the proceeding. The proposed process,
similar to a legislative-type hearing, will
also result in the record promptly
reaching the Commission where a final
agency determination can be made. The
proposed rule dictates that oral hearings
be held on each application for which

a hearing request is granted unless the
parties unanimously agree to forgo the
oral hearing. This will remove the
potential for a delay while parties
petition the Presiding Officer for an oral
hearing. Further, the proposed rule
provides that the Presiding Officer will
conduct all questioning of witnesses
and there are no provisions for formal
discovery, although docket files with
relevant materials will be publicly
available. The proposed rule resolves
several areas of frequent dispute in
Subpart L proceedings and was seen,
therefore, as being more appropriate for
license transfer proceedings where a
timely decision is important to the
public interest. These efficiencies can be
achieved without any negative effect on
substantive decisionmaking or the rights
of all parties to a full and fair hearing
since all parties will be allowed to
present relevant witnesses, written
testimony, and oral arguments, which
should result in a high quality record on
substantive issues for use by the
Commission in reaching a decision on
contested issues.

Regulatory Flexibility Certification

In accordance with the Regulatory
Flexibility Act of 1980, 5 U.S.C. 605(b),
the Commission hereby certifies that
this rule will not, if promulgated, have
a significant economic impact on a
substantial number of small entities.
This proposed rule does not change any
requirements for submittal of license
transfer requests to NRC, rather, the
procedures designate how NRC will
handle requests for hearings on
applications for license transfers. Most
requested hearings on license transfer
applications involve reactor licensees
which are large organizations which do
not fall within the definition of a small
business found in section 3 of the Small
Business Action, 15 U.S.C. 632, or
within the small Business Standards set
forth in 13 CFR Part 121 or in the size
standards adopted by the NRC (10 CFR
2.810). Based on the historically low
number of requests for hearings
involving materials licensees, it is not
expected that this rule will have any

significant economic impact on a
substantial number of small businesses.

Backfit Analysis

The NRC has determined that the
backfit rule, 10 CFR 50.109, does not
apply to this proposed rule and a backfit
analysis is not required, because these
amendments do not involve any
provisions that would impose backfits
as defined in 10 CFR 50.109. The rule
does not constitute a backfit under 10
CFR 50.109, because it does not propose
a change to or additions to requirements
for existing structures, systems,
components, procedures, organizations
or designs associated with the
construction or operation of a facility.

List of Subjects

10 CFR Part 2

Administrative practice and
procedure, Antitrust, Byproduct
material, Classified information,
Environmental protection, Nuclear
materials, Nuclear power plants and
reactors, Penalties, Sex discrimination,
Source material, Special nuclear
material, Waste treatment and disposal.

10 CFR Part 51

Administrative practice and
procedure, Environmental impact
statement, Nuclear materials, Nuclear
power plants and reactors, Reporting
and record keeping requirements.

For the reasons set out in the
preamble and under the authority of the
Atomic Energy Act of 1954, as amended,;
the Energy Reorganization Act of 1974,
as amended; and 5 U.S.C. 553, the NRC
is proposing to adopt the following
amendments to 10 CFR Parts 2 and 51.

PART 2—RULES OF PRACTICE FOR
DOMESTIC LICENSING PROCEEDINGS

1. The authority citation for Part 2 is
revised to read as follows:

Authority: Secs. 161, 181, 68 Stat. 948,
953, as amended (42 U.S.C. 2201, 2231); sec.
191, as amended, Pub. L. 87-615, 76 Stat. 409
(42 U.S.C. 2241); sec. 201, 88 Stat. 1242, as
amended (42 U.S.C. 5841); 5 U.S.C. 552.

Section 2.101 also issued under secs. 53,
62, 63, 81, 103, 104, 105, 68 Stat. 930, 932,
933, 935, 936, 937, 938, as amended (42
U.S.C. 2073, 2092, 2093, 2111, 2133, 2134,
2135); sec. 114(f); Pub. L. 97-425, 96 Stat.
2213, as amended (42 U.S.C. 10134(f)); sec.
102, Pub. L. 91-190, 83 Stat. 853, as amended
(42 U.S.C. 4332); sec. 301, 88 Stat. 1248 (42
U.S.C. 5871). Sections 2.102, 2.103, 2.104,
2.105, 2.721 also issued under secs. 102, 103,
104, 105, 183i 189, 68 Stat. 936, 937, 938,
954, 955, as amended (42 U.S.C. 2132, 2133,
2134, 2135, 2233, 2239). Section 2.105 also
issued under Pub. L. 97-415, 96 Stat. 2073
(42 U.S.C. 2239). Sections 2.200-2.206 also
issued under secs. 161 b, i, 0, 182, 186, 234,
68 Stat. 948-951, 955, 83 Stat. 444, as

amended (42 U.S.C. 2201 (b), (i), (0), 2236,
2282); sec. 206, 88 Stat 1246 (42 U.S.C. 5846).
Sections 2.205(j) also issued under Pub. L.
101-410, 104 Stat. 890, as amended by
section 31001(s), Pub. L. 104-134, 110 Stat.
1321-373 (28 U.S.C. 2461 note). Sections
2.600-2,606 also issued under sec. 102, Pub.
L. 91-190, 83 Stat. 853, as amended (42
U.S.C. 4332). Sections 2.700a, 2.719 also
issued under 5 U.S.C. 554. Sections 2.754,
2.760, 2.770, 2.780 also issued under 5 U.S.C.
557. Section 2.764 also issued under secs.
135, 141, Pub. L. 97-425, 96 Stat. 2232, 2241
(42 U.S.C. 10155, 10161). Section 2.790 also
issued under sec. 103, 68 Stat. 936, as
amended (42 U.S.C. 2133) and 5 U.S.C. 552.
Sections 2.800 and 2.808 also issued under

5 U. S. C. 553, Section 2.809 also issued
under 5 U.S.C. 553 and sec.29, Pub. L. 85—
256, 71 Stat. 579, as amended (42 U.S.C.
2039). Subpart K also issued under sec. 189,
68 Stat. 955 (42 U.S.C. 2239); sec. 134, Pub.
L. 97-425, 96 Stat. 2230 (42 U.S.C. 10154).
Subpart L also issued under sec. 189, 68 Stat.
955 (42 U.S.C. 2239). Subpart M also issued
under sec. sec. 184 (42 U.S.C. 2234) and sec.
189, 68 Stat. 955 (42 U.S.C. 2239). Appendix
A also issued under sec. 6, Pub. L. 91-560,
84 Stat. 1473 (42 U.S.C. 2135).

2.1n §2.101 paragraph (a)(1) is
revised to read as follows:

§2.101 Filing of application.

(a)(1) An application for a license, a
license transfer, or an amendment to a
license shall be filed with the Director
of the Office of Nuclear Reactor
Regulation or Director of the Office of
Nuclear Material Safety and Safeguards,
as prescribed by the applicable
provisions of this chapter. A prospective
applicant may confer informally with
the staff prior to the filing of an
application.

* * * * *

3.In §2.1201 paragraph (a)(1) is

revised to read as follows:

§2.1201 Scope of subpart.

(a) * X X

(1) The grant, renewal or licensee-
initiated amendment of a materials
license subject to parts 30, 32 through
35, 39, 40, or 70 of this chapter, with the
exception of license amendments
related to an application to transfer a

license; or
* * * * *

4. In §2.1205, paragraphs (a) and (b)
are revised to read as follows:

§2.1205 Request for a hearing: petition for
leave to intervene.

(a) Any person whose interest may be
affected by a proceeding for the grant,
renewal, or licensee-initiated
amendment of a license subject to this
subpart may file a request for a hearing.

(b) An applicant for a license, a
license amendment, or a license renewal
who is issued a notice of proposed
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denial or a notice of denial and who
desires a hearing shall file the request
for the hearing within the time specified
in §2.103 in all cases. An applicant may
include in the request for hearing a
request that the presiding officer
recommend to the Commission that
procedures other than those authorized
under this subpart be used in the
proceeding, provided that the applicant
identifies the special factual
circumstances or issues which support
the use of other procedures.

* * * * *

5. In Part 2, a new Subpart M is added
to read as follows:

Subpart M—Public Notification, Availability
of Documents and Records, Hearing
Requests and Procedures for Hearings on
License Transfer Applications

Sec.

2.1300 Scope of subpart M.

2.1301 Public notice of receipt of a license
transfer application.

2.1302 Notice of withdrawal of an
application.

2.1303 Awvailability of documents in the
Public Document Room.

2.1304 Hearing procedures.

2.1305 Written comments.

2.1306 Hearing request or intervention
petition.

2.1307 Answers and replies.

2.1308 Commission action on a hearing
request or intervention petition.

2.1309 Notice of oral hearing.

2.1310 Notice of hearing consisting of
written comments.

2.1311 Conditions in a notice or order.

2.1312 Authority of the Secretary.

2.1313 Filing and service.

2.1314 Computation of time.

2.1315 Generic determination regarding
license amendments to reflect transfer.

2.1316 Authority and role of NRC staff.

2.1317 Hearing docket.

2.1318 Acceptance of hearing documents.

2.1319 Presiding officer.

2.1320 Responsibility and power of the
presiding officer in an oral hearing.

2.1321 Participation and schedule for
submissions in a hearing consisting of
written comments.

2.1322 Participation and schedule for
submissions in an oral hearing.

2.1323 Presentation of testimony in an oral
hearing.

2.1324 Appearance in an oral hearing.

2.1325 Motions and requests.

2.1326 Burden of proof.

2.1327 Application for a stay of the
effectiveness of NRC staff action on
license transfer.

2.1328 Default.

2.1329 Waiver of a rule or regulation.

2.1330 Reporter and transcript for an oral
hearing.

2.1331 Commission action.

Subpart M—Public Notification,
Availability of Documents and
Records, Hearing Requests and
Procedures for Hearings on Licensed
Transfer Applications

§2.1300 Scope of Subpart M.

This subpart governs requests for, and
procedures for conducting, hearings on
any application for the direct or indirect
transfer of control of an NRC license
which transfer requires prior approval
of the NRC under the Commission’s
regulations, governing statutes, or
pursuant to a license condition. This
subpart is to provide the only
mechanism for requesting hearings on
license transfer requests, unless contrary
case specific orders are issued by the
Commission.

§2.1301 Public notice of receipt of a
license transfer application.

(a) The Commission will notice the
receipt of each application for direct or
indirect transfer of a specific NRC
license by placing a copy of the
application in the NRC Public
Document Room.

(b) The Commission will also publish
in the Federal Register a notice of
receipt of an application for approval of
a license transfer involving 10 CFR part
50 and part 52 licenses and major fuel
cycle facility licenses issued under 10
CFR part 70. This notice constitutes the
notice required by §2.105 with respect
to all matters related to the application
requiring NRC approval.

(c) Periodic lists of applications
received may be obtained upon request
addressed to the Public Document
Room, U.S. Nuclear Regulatory
Commission, Washington, DC 20555.

§2.1302 Notice of withdrawal of an
application.

The Commission will notice the
withdrawal of an application by
publishing the notice of withdrawal in
the same manner as the notice of receipt
of the application was published under
§2.1301.

§2.1303 Availability of documents in the
Public Document Room.

Unless exempt from disclosure under
part 9 of this chapter, the following
documents pertaining to each
application for a license transfer
requiring Commission approval will be
placed in the Public Document Room
when available:

(a) The license transfer application
and any associated requests;

(b) Commission correspondence with
the applicant or licensee related to the
application;

(c) Federal Register notices;

(d) The NRC staff Safety Evaluation
Report (SER).

(e) Any NRC staff order which acts on
the license transfer application; and

(f) If a hearing is held, the hearing
record and decision.

§2.1304 Hearing procedures.

The procedures in this subpart will
constitute the exclusive basis for
hearings on license transfer applications
for all NRC specific licenses.

§2.1305 Written comments.

(a) As an alternative to requests for
hearings and petitions to intervene,
persons may submit written comments
regarding license transfer applications.
The Commission will consider and, if
appropriate, respond to these
comments, but these comments do not
otherwise constitute part of the
decisional record.

(b) These comments should be
submitted within 30 days after public
notice of receipt of the application and
addressed to the Secretary, U.S. Nuclear
Regulatory Commission, Washington,
DC 205550001, Attention: Rulemakings
and Adjudications Staff.

(c) The Commission will provide the
applicant with a copy of the comments.
Any response the applicant chooses to
make to the comments must be
submitted within 10 days of service of
the comments on the applicant. Such
responses do not constitute part of the
decisional record.

§2.1306 Hearing request or intervention
petition.

(a) Any person whose interest may be
affected by the Commission’s action on
the application may request a hearing or
petition for leave to intervene on a
license application for approval of a
direct or indirect transfer of a specific
license.

(b) Hearing requests and intervention
petitions must—

(1) State the name, address, and
telephone number of the requestor or
petitioner;

(2) Set forth the issues sought to be
raised and

(i) Demonstrate that such issues are
within the scope of the proceeding on
the license transfer application,

(ii) Demonstrate that such issues are
relevant to the findings the NRC must
make to grant the application for license
transfer,

(iii) Provide a concise statement of the
alleged facts or expert opinions which
support the petitioner’s position on the
issues and on which the petitioner
intends to rely at hearing, together with
references to the specific sources and
documents on which the petitioner
intends to rely to support its position on
the issues, and
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(iv) Provide sufficient information to
show that a genuine dispute exists with
the applicant on a material issue of law
or fact.

(3) Specify both the facts pertaining to
the petitioner’s interest and how the
interest may be affected, with particular
reference to the factors in § 2.1308(a).

(4) Be served on both the applicant
and the NRC Office of the Secretary by
any of the methods for service specified
in §2.1313.

(c) Hearing requests and intervention
petitions will be considered timely only
if filed not later than:

(1) 20 days after notice of receipt is
published in the Federal Register, for
those applications published in the
Federal Register;

(2) 45 days after notice of receipt is
placed in the Public Document Room
for all other applications; or

(3) Such other time as may be
provided by the Commission.

§2.1307 Answers and replies.

(a) Unless otherwise specified by the
Commission, an answer to a hearing
request or intervention petition may be
filed within 10 days after the request or
petition has been served.

(b) Unless otherwise specified by the
Commission, a reply to an answer may
be filed within 5 days after service of
that answer.

(c) Answers and replies should
address the factors in §2.1308.

§2.1308 Commission action on a hearing
request or intervention petition.

(a) In considering a hearing request or
intervention petition on an application
for a transfer of an NRC license, the
Commission will consider:

(1) The nature of the Petitioner’s
alleged interest;

(2) Whether that interest will be
affected by an approval or denial of the
application for transfer;

(3) The possible effect of an order
granting the request for license transfer
on that interest, including whether the
relief requested is within the
Commission’s authority, and, if so,
whether granting the relief requested
would redress the alleged injury;

and

(4) Whether the issues sought to be
litigated are

(i) Within the scope of the proceeding;

(i1) Relevant to the findings the
Commission must make to act on the
application for license transfer;

(iii) Appropriate for litigation in the
proceeding, and

(iv) Adequately supported by the
statements, allegations, and
documentation required by
§2.1306(b)(2)(iii) and (iv).

(b) Untimely hearing requests or
intervention petitions may be denied

unless good cause for failure to file on
time is established. In reviewing
untimely requests or petitions, the
Commission will also consider:

(1) The availability of other means by
which the requestor’s or petitioners’
interest will be protected or represented
by other participants in a hearing; and

(2) The extent to which the issues will
be broadened or final action on the
application delayed. )

c) The Commission will deny a
request or petition to the extent it
pertains solely to matters outside its
jurisdiction.

(d)(1) After consideration of the
factors covered by paragraphs (a)
through (c) of this section, the
Commission will issue a notice or order
granting or denying a hearing request or
intervention petition, designating the
issues for any hearing that will be held
and designating the Presiding Officer. A
notice granting a hearing will be
published in the Federal Register and

served on the parties to the hearing.

(2) Hearings under this subpart will
be oral hearings, unless, within 15 days
of the service of the notice or order
granting a hearing, the parties
unanimously agree and file a joint
motion requesting a hearing consisting
of written comments. No motion to hold
a hearing consisting of written
comments will be entertained absent
unanimous consent of all parties.

(3) A denial of a request for hearing
and a denial of any petition to intervene
will set forth the reasons for the denial.

§2.1309 Notice of oral hearing.
a) A notice of oral hearing will—
1) State the time, place and issues to

be considered;

(2) Provide names and addresses of
participants,

(3) Specify the time limit for
participants and others to indicate

whether they wish to present views;
(4) Specify the schedule for the filing

of written testimony, statements of
position, proposed questions for the
Presiding Officer to consider, and
rebuttal testimony consistent with the

schedule provisions of §2.1321;

(5) Specify that the oral hearing shall
commence within 15 days of the date
for submittal of rebuttal testimony
unless otherwise ordered;

(6) State any other instructions the
Commission deems %pgro riate;

(7) If so determined by the NRC staff
or otherwise directed by the
Commission, direct that the staff
participate as a party with respect to

some or all issues.
(b) If the Commission is not the

Presiding Officer, the notice of oral

hearing will also state:
(1) When the jurisdiction of the

Presiding Officer commences and
terminates;

(2) The powers of the Presiding
Officer;

(3) Instructions to the Presiding
Officer to certify promptly the
completed hearing record to the
Commission without a recommended or
preliminary decision.

§2.1310 Notice of hearing consisting of
written comments.

A notice of hearing consisting of
written comments will:

(a) State the issues to be considered;

(b) Provide the names and addresses
of participants;

(c) Specify the schedule for the filing
of written testimony, statements of
position, proposed questions for the
Presiding Officer to consider for
submission to the other parties, and
rebuttal testimony, consistent with the
schedule provisions of §2.1321.

(d) State any other instructions the
Commission deems appropriate.

§2.1311 Conditions in a notice or order.

(a) A notice or order granting a
hearing or permitting intervention
shall—

(1) Restrict irrelevant or duplicative
testimony; and

(2) Require common interests to be
represented by a single participant.

(b) If a participant’s interests do not
extend to all the issues in the hearing,
the notice or order may limit her/his
participation accordingly.

§2.1312 Authority of the Secretary.

The Secretary or the Assistant
Secretary may rule on procedural
matters relating to proceedings
conducted by the Commission itself
under this subpart to the same extent
they can do so under §2.772 for
proceedings under subpart G.

§2.1313 Filing and service.

(a) Hearing requests, intervention
petitions, answers, replies and
accompanying documents must be
served as described in paragraph (b) of
this section by delivery, facsimile
transmission, e-mail or other means that
will ensure receipt by close of business
on the due date for filing. Any
participant filing hearing requests,
intervention petitions, replies and
accompanying documents should
include information on mail and
delivery addresses, e-mail addresses,
and facsimile numbers in their initial
filings which may be used by the
Commission, Presiding Officer and
other parties for serving documents on
the participant.
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(b) All filings must be served upon the
applicant; the General Counsel, U.S.
Nuclear Regulatory Commission,
Washington, DC 20555; the Secretary of
the Commission, U.S. Nuclear
Regulatory Commission, Washington,
DC 20555, and participants if any. If
service to the Secretary is by delivery or
by mail, the filings should be addressed
to the Secretary, U.S. Nuclear
Regulatory Commission, Washington,
DC 20555-0001, Attention: Rulemakings
and Adjudications Staff. E-mail filings
may be sent to the Secretary at the
following e-mail address:
SECY@NRC.GOV. Facsimile
transmission filings may be filed with
the Secretary using the following
number: 301-415-1101.

(c) Service is completed by:

(1) Delivering the paper to the person;
or leaving it in her or his office with
someone in charge; or, if there is no one
in charge, leaving it in a conspicuous
place in the office; or, if the recipient
has no office or it is closed, leaving it
at her or his usual place of residence
with some occupant of suitable age and
discretion;

(2) Depositing it in the United States
mail, properly stamped and addressed;
or

(3) Any other manner authorized by
law, when service cannot be made as
provided in paragraphs (c)(1) or (2) of
this section.

(4) For facsimile transmission,
sending copies to the facsimile machine
of the person being served;

(5) For e-mail, sending the filing in
electronic form attached to an e-mail
message directed to the person being
served.

(d) Proof of service, stating the name
and address of the person served and
the manner and date of service, shall be
shown, and may be made by—

(1) Written acknowledgment of the
person served or an authorized
representative; or

(2) The certificate or affidavit of the
person making the service.

(e) The Commission may make special
provisions for service when
circumstances warrant.

§2.1314 Computation of time.

(a) In computing time, the first day of
a designated time period is not included
and the last day is included. If the last
day is a Saturday, Sunday or legal
holiday at the place where the required
action is to be accomplished, the time
period will end on the next day which
is not a Saturday, Sunday or legal
holiday.

(b) In time periods of 7 days or less,
Saturdays, Sundays and holidays are
not counted.

(c) Whenever an action is required
within a prescribed period by a paper
served pursuant to §2.1307, 3 days shall
be added to the prescribed period if
service is by regular mail.

§2.1315 Generic determination regarding
license amendments to reflect transfers.

(a) Unless otherwise determined by
the Commission with regard to a
specific application, the Commission
has determined that any utilization
facility license amendment conforming
the license to reflect the transfer action
is administrative in nature and involves
no significant hazards considerations.

(b) Where administrative license
amendments are necessary to reflect an
approved transfer, such amendments
will be included in the order that
approves the transfer. Any challenge to
the administrative license amendment is
limited to the question of whether the
license amendment accurately reflects
the approved transfer.

§2.1316 Authority and role of NRC staff.

(a) During the pendency of any
hearing under this subpart, consistent
with the NRC staff’s findings in its
Safety Evaluation Report (SER), the staff
is expected to promptly issue approval
or denial of license transfer requests.
Notice of such action shall be promptly
transmitted to the Presiding Officer and
parties to the proceeding.

(b) Except as otherwise directed in
accordance with §2.1309(a)(7), the staff
is not required to be a party to
proceedings under this subpart but will
offer into evidence its SER associated
with the transfer application and
provide one or more sponsoring
witnesses.

(c) If the staff desires to participate as
a party, the staff shall notify the
Presiding Officer and the parties and
shall thereupon be deemed to be a party
with all the rights and responsibilities of
a party.

§2.1317 Hearing docket.

For each hearing, the Secretary will,
maintain a docket which will include
the hearing transcript, exhibits and all
papers filed or issued in connection
with the hearing. This file will be made
available to all parties in accordance
with the provisions of §2.1303 and will
constitute the only discovery in
proceedings under this subpart.

§2.1318 Acceptance of hearing
documents.

(a) Each document filed or issued
must be clearly legible and bear the
docket number, license application
number, and hearing title.

(b) Each document shall be filed in
one original and signed by the

participant or its authorized
representative, with the address and
date of signature indicated. The
signature is a representation that the
document is submitted with full
authority, the person signing knows its
contents and that, to the best of their
knowledge, the statements made in it
are true.

(c) A document not meeting the
requirements of this section may be
returned with an explanation for
nonacceptance and, if so, will not be
docketed.

§2.1319 Presiding officer.

(a) The Commission will ordinarily be
the Presiding Officer at a hearing under
this part. However, the Commission
may provide in a hearing notice that one
or more Commissioners, or any other
person permitted by law, will preside.

(b) A participant may submit a written
motion for the disqualification of any
person presiding. The motion shall be
supported by an affidavit setting forth
the alleged grounds for disqualification.
If the Presiding Officer does not grant
the motion or the person does not
disqualify himself and the Presiding
Officer or such other person is not the
Commission or a Commissioner, the
Commission will decide the matter.

(c) If any person presiding deems
himself or herself disqualified, he or she
shall withdraw by notice on the record
after notifying the Commission.

(d) If a Presiding Officer becomes
unavailable, the Commission will
designate a replacement.

(e) Any motion concerning the
designation of a replacement Presiding
Officer shall be made within 5 days after
the designation.

(f) Unless otherwise ordered by the
Commission, the jurisdiction of a
Presiding Officer other than the
Commission commences as designated
in the hearing notice and terminates
upon certification of the hearing record
to the Commission, or when the
Presiding Officer is disqualified.

§2.1320 Responsibility and power of the
presiding officer in an oral hearing.

(a) The Presiding Officer in any oral
hearing shall conduct a fair hearing,
develop a record that will contribute to
informed decisionmaking, and, within
the framework of the Commission’s
orders, have the power necessary to
achieve these ends, including the power
to:

(1) Take action to avoid unnecessary
delay and maintain order;

(2) Dispose of procedural requests;

(3) Question participants and
witnesses, and entertain suggestions as
to questions which may be asked of
participants and witnesses.
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(4) Order consolidation of
participants;

(5) Establish the order of presentation;

(6) Hold conferences before or during
the hearing;

(7) Establish time limits;

(8) Limit the number of witnesses;
and

(9) Strike or reject duplicative or
irrelevant presentations.

(b) Where the Commission itself does
not preside:

(1) The Presiding Officer may certify
questions or refer rulings to the
Commission for decision;

(2) Any hearing order may be
modified by the Commission; and

(3) The Presiding Officer will certify
the completed hearing record to the
Commission, which may then issue its
decision on the hearing or provide that
additional testimony be presented.

§2.1321 Participation and schedule for
submission in a hearing consisting of
written comments.

Unless otherwise limited by this
subpart or by the Commission,
participants in a hearing consisting of
written comments may submit:

(a) Initial written statements of
position and written testimony with
supporting affidavits on the issues.
These materials shall be filed within 30
days of the date of the Commission’s
Notice granting a hearing pursuant to
§2.1308(d)(1), unless the Commission
or Presiding Officer directs otherwise.

(b) Written responses, rebuttal
testimony with supporting affidavits
directed to the initial statements and
testimony of other participants, and
proposed written questions for the
Presiding Officer to consider for
submittal to persons sponsoring
testimony submitted under paragraph
(a) of this section. These materials shall
be filed within 20 days of the filing of
the materials submitted under
paragraph (a) of this section, unless the
Commission or Presiding Officer directs
otherwise.

(c) Written concluding statements of
position on the issues. These materials
shall be filed within 20 days of the filing
of the materials submitted under
paragraph (b) of this section, unless the
Commission or the Presiding Officer
Directs otherwise.

§2.1322 Participation schedule for
submissions in an oral hearing.

(a) Unless otherwise limited by this
subpart or by the Commission,
participants in an oral hearing may
submit and sponsor in the hearing:

(1) Initial written statements of
position and written testimony with
supporting affidavits on the issues.

These materials shall be filed within 30
days of the date of the Commission’s
notice granting a hearing pursuant to
§2.1308(d)(1), unless the Commission
or Presiding Officer directs otherwise.

(2) (i) Written responses and rebuttal
testimony with supporting affidavits
directed to the initial statements and
testimony of other participants;

(ii) Proposed questions for the
Presiding Officer to consider for
propounding to persons sponsoring
testimony.

(3) These materials must be filed
within 20 days of the filing of the
materials submitted under paragraph
(a)(1) of this section, unless the
Commission or Presiding Officer directs
otherwise.

(b) The oral hearing should
commence within 65 days of the date of
the Commission’s notice granting a
hearing unless the Commission or
Presiding Officer directs otherwise.
Ordinarily, questioning in the oral
hearing will be conducted by the
Presiding Officer, using either the
Presiding Officer’s questions or
questions submitted by the participants
or a combination of both.

(c) Written post-hearing statements of
position on the issues addressed in the
oral hearing may be submitted within 20
days of the close of the oral hearing.

(d) The Commission, on its own
motion, or in response to a request from
a Presiding Officer other than the
Commission, may use additional
procedures, such as direct and cross-
examination, or may convene a formal
hearing under subpart G of 10 CFR part
2 on specific and substantial disputes of
fact, necessary for the Commission’s
decision, that cannot be resolved with
sufficient accuracy except in a formal
hearing. The staff will be a party in any
such formal hearing. Neither the
Commission nor the Presiding Officer
will entertain motions from the parties
that request such special procedures or
formal hearings.

§2.1323 Presentation of testimony in an
oral hearing.

(a) All direct testimony in an oral
hearing shall be filed no later than 15
days before the hearing or as otherwise
ordered or allowed pursuant to the
provisions of §2.1322.

(b) Written testimony will be received
into evidence in exhibit form.

(c) Participants may designate and
present their own witnesses to the
Presiding Officer.

(d) Testimony for the NRC staff will
be presented only by persons designated
by the Executive Director for Operations
for that purpose.

(e) Participants and witnesses will be
questioned orally or in writing and only
by the Presiding Officer. Questions may
be addressed to individuals or to panels
of participants or witnesses.

(f) The Presiding Officer may accept
written testimony from a person unable
to appear at the hearing, and may
request him or her to respond to
questions.

(9) No subpoenas will be granted at
the request of participants for
attendance and testimony of
participants or witnesses or the
production of evidence.

§2.1324 Appearance in an oral hearing.

(a) A participant may appear in a
hearing on her or his own behalf or be
represented by an authorized
representative.

(b) A person appearing shall file a
written notice stating her or his name,
address and telephone number, and if
an authorized representative, the basis
of her or his eligibility and the name
and address of the participant on whose
behalf she or he appears.

(c) A person may be excluded from a
hearing for disorderly, dilatory or
contemptuous conduct, provided he or
she is informed of the grounds and
given an opportunity to respond.

§2.1325 Motions and requests.

(a) Motions and requests shall be
addressed to the Presiding Officer, and,
if written, also filed with the Secretary
and served on other participants.

(b) Other participants may respond to
the motion or request. Responses to
written motions or requests shall be
filed within 5 days after service unless
the Commission or Presiding Officer
directs otherwise.

(c) The Presiding Officer may
entertain motions for extension of time
and changes in schedule in accordance
with paragraphs (a) and (b) of this
section.

(d) When the Commission does not
preside, in response to a motion or
request, the Presiding Officer may refer
a ruling or certify a question to the
Commission for decision and notify the
participants.

(e) Unless otherwise ordered by the
Commission, a motion or request, or the
certification of a question or referral of
a ruling, shall not stay or extend any
aspect of the hearing.

§2.1326 Burden of proof.

The applicant or the proponent of an
order has the burden of proof.
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§2.1327 Application for a stay of the
effectiveness of NRC staff action on license
transfer.

(a) Any application for a stay of the
effectiveness of the NRC staff’s order on
the license transfer application shall be
filed with the Commission within 5
days of the issuance of the notice of staff
action pursuant to §22.1316(a).

(b) An application for a stay must be
no longer than 10 pages, exclusive of
affidavits, and must contain:

(1) A concise summary of the action
which is requested to be stayed; and

(2) A concise statement of the grounds
for a stay, with reference to the factors
specified in paragraph (d) of this
section.

(c) Within 10 days after service of an
application for a stay under this section,
any participant may file an answer
supporting or opposing the granting of
a stay. Answers must be no longer than
10 pages, exclusive of affidavits, and
should concisely address the matters in
paragraph (b) of this section, as
appropriate. No further replies to
answers will be entertained.

(d) In determining whether to grant or
deny an application for a stay, the
Commission will consider

(1) Whether the requestor will be
irreparably injured unless a stay is
granted;

(2) Whether the requestor has made a
strong showing that it is likely to prevail
on the merits;

(3) Whether the granting of a stay
would harm other participants; and

(4) Where the public interest lies.

§2.1328 Default.

When a participant fails to act within
a specified time, the Presiding Officer
may consider that participant in default,
issue an appropriate ruling and proceed
without further notice to the defaulting
participant.

§2.1329 Waiver of arule or regulation.

(a) A participant may petition that a
Commission rule or regulation be
waived with respect to the license
transfer application under
consideration.

(b) The sole ground for a waiver shall
be that, because of special
circumstances concerning the subject of
the hearing, application of a rule or
regulation would not serve the purposes
for which it was adopted.

(c) Waiver petitions shall specify why
application of the rule or regulation
would not serve the purposes for which
it was adopted and shall be supported
by affidavits to the extent applicable.

(d) Other participants may, within 10
days, file a response to a waiver
petition.

(e) When the Commission does not
preside, the Presiding Officer will
certify the waiver petition to the
Commission, which, in response, will
grant or deny the waiver or direct any
further proceedings.

§2.1330 Reporter and transcript for an
oral hearing.

(a) A reporter designated by the
Commission will record an oral hearing
and prepare the official hearing
transcript.

(b) Except for any portions that must
be protected from disclosure under 10
CFR 2.790, transcripts will be placed in
the Public Document Room, and copies
may be purchased from the Secretary,
U.S. Nuclear Regulatory Commission,
Washington, D.C. 20555.

(c) Corrections of the official
transcript may be made only as
specified by the Secretary.

§2.1331 Commission action.

(a) Upon completion of a hearing, the
Commission will issue a written
opinion including its decision on the
license transfer application and the
reasons for the decision.

(b) The decision on the application
following the hearing will be based on
the record developed at hearing.

PART 51—ENVIRONMENTAL
PROTECTION REGULATIONS FOR
DOMESTIC LICENSING AND RELATED
REGULATORY FUNCTIONS

6. the authority citation for Part 51
continues to read as follows:

Authority: Sec. 161, 68 Stat. 948, as
amended, sec. 1701, 106 Stat. 2951, 2952,
2953, (42 U.S.C. 2201, 2297f); secs. 201, as
amended, 202, 88 Stat. 1242, as amended,
1244 (42 U.S.C. 5841, 5842).

Subpart A also issued under National
Environmental Policy Act of 1969, secs. 102,
104, 105, 83 Stat. 853—-854, as amended (42
U.S.C. 4332, 4334, 4335); and Pub. L. 95-604,
Title 11, 92 Stat. 3033-3041; and sec. 193,
Pub. L. 101-575, 104 Stat. 2835 42 U.S.C.
2243). Section 51.20, 51.30, 51.60, 51.80, and
51.97 also issued under secs. 135, 141, Pub.
L. 97-425, 96 Stat. 2232, 2241, and sec. 148,
Pub. L. 100-203, 101 Stat. 1330-223 (42
U.S.C. 10155, 10161, 10168). Section 51.22
also issued under sec. 274, 73 Stat. 688, as
amended by 92 Stat. 3036-3038 (42 U.S.C.
2021) and under Nuclear Waste Policy Act of
1982, sec 121, 96 Stat. 2228 (42 U.S.C.
10141). Sections 51.43, 51.67, and 51.109
also under Nuclear Waste Policy Act of 1982,
sec 114(f), 96 Stat. 2216, as amended (42
U.S.C. 10134).

7.1n 851.22, a new paragraph (c)(21)
is added to read as follows:

§51.22 Criterion for categorical exclusion;
identification of licensing and regulatory
actions eligible for categorical exclusion or
otherwise not requiring environmental
review.

* * * * *

(C) * * *

(21) Approvals of direct or indirect
transfers of any license issued by NRC and
any associated amendments of license
required to reflect the approval of a direct or
indirect transfer of an NRC license.

* * * * *

Dated at Rockville, Maryland, this 4th day
of September 1998.

For Nuclear Regulatory Commission.
John C. Hoyle,
Secretary of the Commission.
[FR Doc. 98-24456 Filed 9-10-98; 8:45 am]
BILLING CODE 7590-01-P

DEPARTMENT OF TRANSPORTATION
Federal Aviation Administration

14 CFR Part 39
[Docket No. 98—CE—68-AD]
RIN 2120-AA64

Airworthiness Directives; Burkhart
Grob Luft-und Raumfahrt Models
G115, G115A, G115B, G115C, G115C2,
G115D, and G115D2 Airplanes

AGENCY: Federal Aviation
Administration, DOT.

ACTION: Notice of proposed rulemaking
(NPRM).

SUMMARY: This document proposes to
adopt a new airworthiness directive
(AD) that would apply to all Burkhart
Grob Luft-und Raumfahrt (Grob) Models
G115, G115A, G115B, G115C, G115C2,
G115D, and G115D2 airplanes. The
proposed AD would require inspecting
the area of the elevator trim tab hinges
for cracks and a secure fit, and repairing
any elevator trim tab hinges with cracks
or where a proper secure fit is not
found. The proposed AD is the result of
mandatory continuing airworthiness
information (MCAI) issued by the
airworthiness authority for Germany.
The actions specified by the proposed
AD are intended to prevent structural
damage of the trim tab hinges caused by
cracks, which could result in trim tab
failure with consequent loss of control
of the airplane.

DATES: Comments must be received on
or before October 15, 1998.

ADDRESSES: Submit comments in
triplicate to the Federal Aviation
Administration (FAA), Central Region,
Office of the Regional Counsel,
Attention: Rules Docket No. 98—CE—-68—
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AD, Room 1558, 601 E. 12th Street,
Kansas City, Missouri 64106. Comments
may be inspected at this location
between 8 a.m. and 4 p.m., Monday
through Friday, holidays excepted.

Service information that applies to the
proposed AD may be obtained from
Burkhart Grob Luft-und Raumfahrt, D—
8939 Mattsies, Federal Republic of
Germany. This information also may be
examined at the Rules Docket at the
address above.

FOR FURTHER INFORMATION CONTACT: Mr.
Karl M. Schletzbaum, Aerospace
Engineer, FAA, Small Airplane
Directorate, 1201 Walnut, suite 900,
Kansas City, Missouri 64106; telephone:
(816) 426-6932; facsimile: (816) 426—
2169.

SUPPLEMENTARY INFORMATION:
Comments Invited

Interested persons are invited to
participate in the making of the
proposed rule by submitting such
written data, views, or arguments as
they may desire. Communications
should identify the Rules Docket
number and be submitted in triplicate to
the address specified above. All
communications received on or before
the closing date for comments, specified
above, will be considered before taking
action on the proposed rule. The
proposals contained in this notice may
be changed in light of the comments
received.

Comments are specifically invited on
the overall regulatory, economic,
environmental, and energy aspects of
the proposed rule. All comments
submitted will be available, both before
and after the closing date for comments,
in the Rules Docket for examination by
interested persons. A report that
summarizes each FAA-public contact
concerned with the substance of this
proposal will be filed in the Rules
Docket.

Commenters wishing the FAA to
acknowledge receipt of their comments
submitted in response to this notice
must submit a self-addressed, stamped
postcard on which the following
statement is made: “Comments to
Docket No. 98—-CE-68—-AD.” The
postcard will be date stamped and
returned to the commenter.

Auvailability of NPRMs

Any person may obtain a copy of this
NPRM by submitting a request to the
FAA, Central Region, Office of the
Regional Counsel, Attention: Rules
Docket No. 98—-CE-68—-AD, Room 1558,
601 E. 12th Street, Kansas City, Missouri
64106.

Discussion

The Luftfahrt-Bundesamt (LBA),
which is the airworthiness authority for
Germany, recently notified the FAA that
an unsafe condition may exist on all
Grob Models G115, G115A, G115B,
G115C, G115C2, G115D, and G115D2
airplanes. The LBA reports incidents of
cracks found in the area of the trim tab
hinges on the affected airplanes. The
LBA states that the cracks could be
forming due to the trim tab end
touching the upper elevator shell at full
deflection. This would indicate a loose
or non-secure fit of the trim tab hinges.

This condition, if not detected and
corrected, could result in trim tab
failure with consequent loss of control
of the airplane.

Relevant Service Information

Grob has issued Service Bulletin
1078-75, dated May 15, 1998, which
specifies procedures for inspecting the
area of the elevator trim tab hinges for
cracks and a secure fit. Included with
this service bulletin are Installation
Instructions No. 1078-75, dated May 15,
1998, which specify procedures for
repairing any elevator trim tab hinges
with cracks or where a proper secure fit
is not found.

The LBA of Germany classified this
service bulletin as mandatory and
issued German AD 1998-299, dated
June 4, 1998, in order to assure the
continued airworthiness of these
airplanes in Germany.

The FAA’s Determination

These airplane models are
manufactured in Germany and are type
certificated for operation in the United
States under the provisions of section
21.29 of the Federal Aviation
Regulations (14 CFR 21.29) and the
applicable bilateral airworthiness
agreement. Pursuant to this bilateral
airworthiness agreement, the LBA of
Germany has kept the FAA informed of
the situation described above.

The FAA has examined the findings
of the LBA; reviewed all available
information, including the service
information referenced above; and
determined that AD action is necessary
for products of this type design that are
certificated for operation in the United
States.

Explanation of the Provisions of the
Proposed AD

Since an unsafe condition has been
identified that is likely to exist or
develop in other Grob Models G115,
G115A, G115B, G115C, G115C2, G115D,
and G115D2 airplanes of the same type
design registered in the United States,
the FAA is proposing AD action. The

proposed AD would require inspecting
the area of the elevator trim tab hinges
for cracks and a secure fit, and repairing
any elevator trim tab hinges with cracks
or where a proper secure fit is not
found. Accomplishment of the proposed
inspection would be in accordance with
Grob Service Bulletin 1078-75, dated
May 15, 1998. Accomplishment of the
proposed repairs, if necessary, would be
accomplished in accordance with Grob
Installation Instructions No. 1078-75,
dated May 15, 1998.

Cost Impact

The FAA estimates that 26 airplanes
in the U.S. registry would be affected by
the proposed inspection, that it would
take approximately 1 workhour per
airplane to accomplish the proposed
inspection, and that the average labor
rate is approximately $60 an hour.
Based on these figures, the total cost
impact of the proposed inspection on
U.S. operators is estimated to be $1,560,
or $60 per airplane.

If any of the affected airplanes would
have trim tab hinges that were found
cracked or where a proper secure fit was
not found, the proposed repair would
take approximately 5 workhours per
airplane at an average labor rate of $60
per hour. Parts would cost
approximately $25 per airplane. Based
on these figures, the cost to repair any
trim tab hinges found cracked, or where
a proper secure fit was not found, would
be approximately $325 per airplane.

Regulatory Impact

The regulations proposed herein
would not have substantial direct effects
on the States, on the relationship
between the national government and
the States, or on the distribution of
power and responsibilities among the
various levels of government. Therefore,
in accordance with Executive Order
12612, it is determined that this
proposal would not have sufficient
federalism implications to warrant the
preparation of a Federalism Assessment.

For the reasons discussed above, |
certify that this action (1) is not a
“significant regulatory action’” under
Executive Order 12866; (2) is not a
“*significant rule” under DOT
Regulatory Policies and Procedures (44
FR 11034, February 26, 1979); and (3) if
promulgated, will not have a significant
economic impact, positive or negative,
on a substantial number of small entities
under the criteria of the Regulatory
Flexibility Act. A copy of the draft
regulatory evaluation prepared for this
action has been placed in the Rules
Docket. A copy of it may be obtained by
contacting the Rules Docket at the



Federal Register/Vol. 63, No. 176/Friday, September 11, 1998/Proposed Rules

48655

location provided under the caption
ADDRESSES.

List of Subjects in 14 CFR Part 39

Air transportation, Aircraft, Aviation
safety, Safety.

The Proposed Amendment

Accordingly, pursuant to the
authority delegated to me by the
Administrator, the Federal Aviation
Administration proposes to amend part
39 of the Federal Aviation Regulations
(14 CFR part 39) as follows:

PART 39—AIRWORTHINESS
DIRECTIVES

1. The authority citation for part 39
continues to read as follows:

Authority: 49 U.S.C. 106(g), 40113, 44701.

§39.13 [Amended]

2. Section 39.13 is amended by
adding a new airworthiness directive
(AD) to read as follows:

Burkhart Grob Luft-und Raumfahrt: Docket
No. 98—-CE-68-AD.

Applicability: Model G115, G115A, G115B,
G115C, G115C2, G115D, and G115D2
airplanes, all serial numbers, certificated in
any category.

Note 1: This AD applies to each airplane
identified in the preceding applicability
provision, regardless of whether it has been
modified, altered, or repaired in the area
subject to the requirements of this AD. For
airplanes that have been modified, altered, or
repaired so that the performance of the
requirements of this AD is affected, the
owner/operator must request approval for an
alternative method of compliance in
accordance with paragraph (d) of this AD.
The request should include an assessment of
the effect of the modification, alteration, or
repair on the unsafe condition addressed by
this AD; and, if the unsafe condition has not
been eliminated, the request should include
specific proposed actions to address it.

Compliance: Required as indicated in the
body of this AD, unless already
accomplished.

To prevent structural damage of the trim
tab hinges caused by cracks, which could
result in trim tab failure with consequent loss
of control of the airplane, accomplish the
following:

(a) Within the next 50 hours time-in-
service (TIS) after the effective date of this
AD, inspect the area of the elevator trim tab
hinges for cracks and a secure fit.
Accomplish this inspection in accordance
with the Action section of Grob Service
Bulletin No. 107875, dated May 15, 1998.

(b) Prior to further flight, repair any
elevator trim tab hinges with cracks or where
a proper secure fit is not found. Accomplish
these repairs in accordance with the
Procedure section of Grob Installation
Instructions No. 1078-75, dated May 15,
1998.

(c) Special flight permits may be issued in
accordance with sections 21.197 and 21.199

of the Federal Aviation Regulations (14 CFR

21.197 and 21.199) to operate the airplane to
a location where the requirements of this AD
can be accomplished.

(d) An alternative method of compliance or
adjustment of the compliance times that
provides an equivalent level of safety may be
approved by the Manager, Small Airplane
Directorate, 1201 Walnut, suite 900, Kansas
City, Missouri 64106. The request shall be
forwarded through an appropriate FAA
Maintenance Inspector, who may add
comments and then send it to the Manager,
Small Airplane Directorate.

Note 2: Information concerning the
existence of approved alternative methods of
compliance with this AD, if any, may be
obtained from the Small Airplane
Directorate.

(e) Questions or technical information
related to Grob Service Bulletin 1078-75,
dated May 15, 1998, should be directed to
Burkhart Grob Luft-und Raumfahrt, D-8939
Mattsies, Federal Republic of Germany. This
service information may be examined at the
FAA, Central Region, Office of the Regional
Counsel, Room 1558, 601 E. 12th Street,
Kansas City, Missouri 64106.

Note 3: The subject of this AD is addressed
in German AD 1998-299, dated June 4, 1998.

Issued in Kansas City, Missouri, on
September 3, 1998.

Michael Gallagher,

Manager, Small Airplane Directorate, Aircraft
Certification Service.

[FR Doc. 98-24383 Filed 9-10-98; 8:45 am]
BILLING CODE 4910-13-P

DEPARTMENT OF TRANSPORTATION
Federal Aviation Administration

14 CFR Part 39

[Docket No. 97-NM-315-AD]

RIN 2120-AA64

Airworthiness Directives; Lockheed
Model L-1011-385 Series Airplanes

AGENCY: Federal Aviation
Administration, DOT.

ACTION: Notice of proposed rulemaking
(NPRM).

SUMMARY: This document proposes the
supersedure of an existing airworthiness
directive (AD), applicable to all
Lockheed Model L-1011-385 series
airplanes, that currently requires a one-
time inspection to detect cracking of the
bulkhead at fuselage station (FS) 1363 at
butt line 42.5, and repair or additional
inspections, if necessary. This action
would add repetitive inspections to
detect cracking of the bulkhead web and
bulkhead cap (frame cap) at FS 1363,
and repair, if necessary. This proposal is
prompted by reports that additional,
more extensive, fatigue cracking was
found in the bulkhead web and cap. The

actions specified by the proposed AD
are intended to detect and correct
cracking of the bulkhead web and cap,
which could result in reduced structural
integrity of the fuselage.

DATES: Comments must be received by
October 26, 1998.

ADDRESSES: Submit comments in
triplicate to the Federal Aviation
Administration (FAA), Transport
Airplane Directorate, ANM-114,
Attention: Rules Docket No. 97-NM—
315-AD, 1601 Lind Avenue, SW.,
Renton, Washington 98055-4056.
Comments may be inspected at this
location between 9:00 a.m. and 3:00
p-m., Monday through Friday, except
Federal holidays.

The service information referenced in
the proposed rule may be obtained from
Lockheed Aeronautical Systems
Support Company (LASSC), Field
Support Department, Dept. 693, Zone
0755, 2251 Lake Park Drive, Smyrna,
Georgia 30080. This information may be
examined at the FAA, Transport
Airplane Directorate, 1601 Lind
Avenue, SW., Renton, Washington; or at
the FAA, Small Airplane Directorate,
Atlanta Aircraft Certification Office,
One Crown Center, 1895 Phoenix
Boulevard, suite 450, Atlanta, Georgia.
FOR FURTHER INFORMATION CONTACT:
Thomas Peters, Aerospace Engineer,
Systems and Flight Test Branch, ACE—
116A, FAA, Small Airplane Directorate,
Atlanta Aircraft Certification Office,
One Crown Center, 1895 Phoenix
Boulevard, suite 450, Atlanta, Georgia
30349; telephone (770) 703—-6063; fax
(770) 703-6097.

SUPPLEMENTARY INFORMATION:

Comments Invited

Interested persons are invited to
participate in the making of the
proposed rule by submitting such
written data, views, or arguments as
they may desire. Communications shall
identify the Rules Docket number and
be submitted in triplicate to the address
specified above. All communications
received on or before the closing date
for comments, specified above, will be
considered before taking action on the
proposed rule. The proposals contained
in this notice may be changed in light
of the comments received.

Comments are specifically invited on
the overall regulatory, economic,
environmental, and energy aspects of
the proposed rule. All comments
submitted will be available, both before
and after the closing date for comments,
in the Rules Docket for examination by
interested persons. A report
summarizing each FAA-public contact
concerned with the substance of this
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proposal will be filed in the Rules
Docket.

Commenters wishing the FAA to
acknowledge receipt of their comments
submitted in response to this notice
must submit a self-addressed, stamped
postcard on which the following
statement is made: “Comments to
Docket Number 97-NM-315-AD.” The
postcard will be date stamped and
returned to the commenter.

Auvailability of NPRMs

Any person may obtain a copy of this
NPRM by submitting a request to the
FAA, Transport Airplane Directorate,
ANM-114, Attention: Rules Docket No.
97-NM-315-AD, 1601 Lind Avenue,
SW., Renton, Washington 98055-4056.

Discussion

OnJune 9, 1995, the FAA issued AD
95-12-24, amendment 39-9277 (60 FR
31624, June 16, 1995), applicable to all
Lockheed Model L-1011-385 series
airplanes, to require a one-time visual
inspection to detect cracking of the
bulkhead at fuselage station (FS) 1363 in
the area of the stiffeners at left and right
butt line 42.5, and repair or additional
inspections, if necessary. That action
was prompted by reports indicating that
fatigue cracking was found in the rear
bulkhead at FS 1363. The requirements
of that AD are intended to detect and
correct fatigue cracking of the pressure
bulkhead, which could result in
reduced structural integrity of the
fuselage.

Actions Since Issuance of Previous Rule

Since the issuance of that AD,
additional, more extensive, cracking has
been found in the bulkhead web and
cap in the area of FS 1363. Such
cracking in the web has been attributed
to high tension and shear stresses in the
web and high tension loads in
discontinuous stiffeners. Cracks
initiated independently and
concurrently at various locations in the
web and cap. Cracks in the bulkhead
cap initiated secondary fatigue cracks in
the adjacent bulkhead web. Growth of
such cracks could result in damage to
the structure and consequent reduced
structural integrity of the fuselage.

Further, in the preamble to AD 95—
12-24, the FAA indicated that the
actions required by that AD were
considered “‘interim action’ and that
further rulemaking action was being
considered. The FAA now has
determined that further rulemaking
action is indeed necessary, and this
proposed AD follows from that
determination.

Explanation of Relevant Service
Information

The FAA has reviewed and approved
Lockheed L-1011 Service Bulletin 093—
53-268, Revision 1, dated July 2, 1996.
That service bulletin describes
procedures for repetitive visual and
eddy current surface scan inspections to
detect cracking of the bulkhead web at
FS 1363, and repair, if necessary. The
procedures include inspections for
cracking of webs, web stiffeners, and
fastener holes. Procedures for repair
include installing web doublers and a
splice. That service bulletin also
specifies that repair of cracking may be
deferred if the cracking meets certain
conditions.

The service bulletin also describes an
optional modification that involves
removing fasteners; performing an eddy
current bolt hole inspection; repair, if
necessary; cold working of the fastener
holes; and installation of new fasteners.
The service bulletin specifies that this
modification, if accomplished, would
introduce a new threshold of 18,000
flight cycles for the repetitive
inspections of the bulkhead web.

The FAA also has reviewed and
approved Lockheed L-1011 Service
Bulletin 093-53-272, dated November
12, 1996. That service bulletin describes
procedures for repetitive visual, eddy
current surface scan, eddy current bolt
hole, and X-ray inspections to detect
cracking of the bulkhead cap at FS 1363;
and repair, if necessary. That service
bulletin also describes an optional
modification, which involves replacing
the bulkhead cap, and cold working
fastener holes. The service bulletin
specifies that this modification, if
accomplished, would introduce a new
threshold of 18,000 flight cycles for the
repetitive inspections of the bulkhead
cap.

Explanation of Requirements of
Proposed Rule

Since an unsafe condition has been
identified that is likely to exist or
develop on other products of this same
type design, the proposed AD would
supersede AD 95-12—-24 to continue to
require a one-time visual inspection to
detect cracking of the bulkhead at FS
1363 at butt line 42.5, and repair or
additional inspections, if necessary. The
proposed AD also would add repetitive
visual and eddy current surface scan
inspections to detect cracking of the
bulkhead web at FS 1363; repetitive
visual, eddy current bolt hole, eddy
current surface scan, and X-ray
inspections to detect cracking of the
bulkhead cap at FS 1363; and repair, if
necessary. The inspections would be

required to be accomplished in
accordance with the service bulletins
described previously. This proposed AD
also provides for modification of the
bulkhead web or bulkhead cap, which,
if accomplished, introduces a new
threshold of 18,000 flight cycles for the
repetitive inspections of the modified
area.

This proposed AD specifies that flight
with a crack in the bulkhead web is
allowed, provided that (1) the crack
does not extend beyond a certain area,
(2) the crack does not exceed a certain
maximum length, (3) the horizontal
stiffeners above and below the web
crack have no detectable cracks, and (4)
inspections of the bulkhead are repeated
on a more frequent basis until repair is
accomplished.

Other Relevant Rulemaking

The FAA has previously issued AD
95-20-04 R1, amendment 39-9454 (60
FR 63414, December 12, 1995),
applicable to all Lockheed Model L—
1011-385-1 series airplanes. That AD
requires implementation of a
Supplemental Inspection Document
program of structural inspections to
detect fatigue cracking; and repair, if
necessary. Because inspections
specified by this proposed AD may
overlap with certain inspections
presently mandated by AD 95-20-04
R1, the FAA is considering further
rulemaking action that would remove
those inspections from the requirements
of AD 95-20-04 R1.

Cost Impact

There are approximately 236
airplanes of the affected design in the
worldwide fleet. The FAA estimates that
118 airplanes of U.S. registry would be
affected by this proposed AD.

The inspection that is currently
required by AD 95-12-24 takes
approximately 16 work hours per
airplane to accomplish, at an average
labor rate of $60 per work hour. Based
on these figures, the cost impact of the
currently required inspection on U.S.
operators is estimated to be $113,280, or
$960 per airplane.

The new inspections of the bulkhead
web that are proposed in this AD action
would take approximately 16 work
hours per airplane to accomplish, at an
average labor rate of $60 per work hour.
Based on these figures, the cost impact
of the inspections of the bulkhead web
proposed by this AD on U.S. operators
is estimated to be $113,280, or $960 per
airplane, per inspection cycle.

The new inspections of the bulkhead
cap that are proposed in this AD action
would take approximately 40 work
hours per airplane to accomplish, at an
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average labor rate of $60 per work hour.
Based on these figures, the cost impact
of the inspections of the bulkhead cap
proposed by this AD on U.S. operators
is estimated to be $283,200, or $2,400
per airplane, per inspection cycle.

Should an operator be required to
accomplish the repair of cracking in the
bulkhead web, it would take between 8
to 32 work hours per airplane (8 work
hours for each cracked area) to
accomplish the repair, at an average
labor rate of $60 per work hour. Based
on these figures, the cost impact of any
necessary repair of the bulkhead web is
estimated to be between $480 to $1,920
per airplane.

Should an operator be required to
accomplish the repair of cracking in the
bulkhead cap, it would take
approximately 200 work hours per
airplane to accomplish the repair, at an
average labor rate of $60 per work hour.
Based on these figures, the cost impact
of any necessary repair of the bulkhead
cap is estimated to be $12,000 per
airplane.

The cost impact figures discussed
above are based on assumptions that no
operator has yet accomplished any of
the current or proposed requirements of
this AD action, and that no operator
would accomplish those actions in the
future if this AD were not adopted.

Should an operator elect to
accomplish the optional modification of
the bulkhead web that would be
provided by this AD action, it would
take approximately 48 work hours to
accomplish, at an average labor rate of
$60 per work hour. Based on these
figures, the cost impact of the optional
modification of the bulkhead web
would be $2,880 per airplane.

Should an operator elect to
accomplish the optional modification of
the bulkhead cap that would be
provided by this AD action, it would
take approximately 200 work hours to
accomplish, at an average labor rate of
$60 per work hour. Based on these
figures, the cost impact of the optional
modification of the bulkhead cap would
be $12,000 per airplane.

Regulatory Impact

The regulations proposed herein
would not have substantial direct effects
on the States, on the relationship
between the national government and
the States, or on the distribution of
power and responsibilities among the
various levels of government. Therefore,
in accordance with Executive Order
12612, it is determined that this
proposal would not have sufficient
federalism implications to warrant the
preparation of a Federalism Assessment.

For the reasons discussed above, |
certify that this proposed regulation (1)
is not a “‘significant regulatory action”
under Executive Order 12866; (2) is not
a “‘significant rule” under the DOT
Regulatory Policies and Procedures (44
FR 11034, February 26, 1979); and (3) if
promulgated, will not have a significant
economic impact, positive or negative,
on a substantial number of small entities
under the criteria of the Regulatory
Flexibility Act. A copy of the draft
regulatory evaluation prepared for this
action is contained in the Rules Docket.
A copy of it may be obtained by
contacting the Rules Docket at the
location provided under the caption
ADDRESSES.

List of Subjects in 14 CFR Part 39

Air transportation, Aircraft, Aviation
safety, Safety.

The Proposed Amendment

Accordingly, pursuant to the
authority delegated to me by the
Administrator, the Federal Aviation
Administration proposes to amend part
39 of the Federal Aviation Regulations
(14 CFR part 39) as follows:

PART 39—AIRWORTHINESS
DIRECTIVES

1. The authority citation for part 39
continues to read as follows:

Authority: 49 U.S.C. 106(g), 40113, 44701.

§39.13 [Amended]

2. Section 39.13 is amended by
removing amendment 39-9277 (60 FR
31624, June 16, 1995), and by adding a
new airworthiness directive (AD), to
read as follows:

Lockheed: Docket 97-NM-315-AD.
Supersedes AD 95-12-24, amendment
39-9277.

Applicability: All Model L-1011-385
series airplanes, certificated in any category.

Note 1: This AD applies to each airplane
identified in the preceding applicability
provision, regardless of whether it has been
modified, altered, or repaired in the area
subject to the requirements of this AD. For
airplanes that have been modified, altered, or
repaired so that the performance of the
requirements of this AD is affected, the
owner/operator must request approval for an
alternative method of compliance in
accordance with paragraph (i) of this AD. The
request should include an assessment of the
effect of the modification, alteration, or repair
on the unsafe condition addressed by this
AD; and, if the unsafe condition has not been
eliminated, the request should include
specific proposed actions to address it.

Compliance: Required as indicated, unless
accomplished previously.

To detect and correct cracking of the
bulkhead web and cap, which could result in

reduced structural integrity of the fuselage,
accomplish the following:

Restatement of the Requirements of AD 95-
12-24, Amendment 39-9277

(a) Prior to the accumulation of 18,000 total
landings, or within 30 days after July 3, 1995
(the effective date of AD 95-12-24,
amendment 39-9277), whichever occurs
later, perform a visual inspection to detect
cracking of the bulkhead at fuselage station
(FS) 1363 in the area of the stiffeners at left
and right butt line (BL) 42.5; in accordance
with the procedures specified in paragraphs
2.A. and 2.B. of Part | of the Accomplishment
Instructions of Lockheed L-1011 Service
Bulletin 093-53-268, dated April 15, 1993;
or in accordance with the procedures
specified in paragraphs 2.A. and 2.B. of Part
I of the Accomplishment Instructions of
Lockheed L—1011 Service Bulletin 093-53—
268, Revision 1, dated July 2, 1996.

Note 2: This AD does not require that the
eddy current inspection referenced in
paragraph 2.B. of Part | of the
Accomplishment Instructions of Lockheed L—
1011 Service Bulletin 093-53-268, dated
April 15, 1993; and referenced in paragraph
2.B. of Part Il of the Accomplishment
Instructions of Lockheed L-1011 Service
Bulletin 093-53—-268, Revision 1, dated July
2, 1996; be accomplished as a requirement of
paragraph (a) of this AD.

(b) Except as provided by paragraph (d) of
this AD, if any cracking of the bulkhead is
detected below waterline (WL) 117 during
any inspection performed in accordance with
paragraph (a) of this AD: Prior to further
flight, perform the inspections required by
paragraphs (b)(1), (b)(2), and (b)(3) of this AD,
in accordance with Lockheed Document
LCC-7622-373, dated May 9, 1995. Prior to
further flight, repair any cracking of the
bulkhead cap found during these inspections,
in accordance with Lockheed Document
LCC-7622-374, dated May 9, 1995.

(1) Perform a bolt hole eddy current
inspection to detect cracking of the eight
fastener holes at the intersection of the
vertical stiffener at BL 42.5 and the bulkhead
cap vertical flange; and

(2) Perform a bolt hole eddy current
inspection to detect cracking at eight fastener
locations in the bulkhead cap lower flange
that connect the lower fuselage skin panel to
the frame at the BL 42.5 vertical stiffener; and

(3) Perform a visual inspection to detect
stress corrosion cracking of the accessible
portions of the fillet radius of the bulkhead
cap.

(c) Except as provided by paragraph (d) of
this AD, if any cracking of the bulkhead is
detected at or above WL 117 during any
inspection performed in accordance with
paragraph (a) of this AD: Prior to further
flight, repair the bulkhead cracking in
accordance with the procedures specified in
Part 1l of the Accomplishment Instructions of
Lockheed L—-1011 Service Bulletin 093-53—
268, dated April 15, 1993; or in accordance
with the procedures specified in Part Il of
the Accomplishment Instructions of
Lockheed L—-1011 Service Bulletin 093-53—
268, Revision 1, dated July 2, 1996.

(d) Continued flight with cracking of the
bulkhead is permitted, provided that the
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conditions specified in paragraph 1.C. of the
Planning Information of Lockheed L-1011
Service Bulletin 093-53-268, dated April 15,
1993; or Revision 1, dated July 2, 1996; are
met. For flight with cracking, both the visual
and eddy current inspections specified in
paragraphs 2.B. and 2.C. of Part | of the
Accomplishment Instructions of Lockheed L—
1011 Service Bulletin 093-53-268, dated
April 15, 1993; or specified in paragraphs
2.B. and 2.C. of Part Il of the
Accomplishment Instructions of Lockheed L—
1011 Service Bulletin 093-53-268, Revision
1, dated July 2, 1996; must be accomplished
prior to returning the aircraft to service.
These visual and eddy current inspections
must be repeated within 900 landings. Prior
to the accumulation of 1,800 total landings,
these inspections must be terminated by the
installation of the repair specified in Part Il

of the Accomplishment Instructions of
Lockheed L—1011 Service Bulletin 093-53—
268, dated April 15, 1993; or by installation
of the repair specified in Part Il of the
Accomplishment Instructions of Lockheed L—
1011 Service Bulletin 093-53-268, Revision
1, dated July 2, 1996.

New Requirements of This of AD

(e) Prior to the accumulation of 18,000 total
landings, or within 6 months after the
effective date of the AD, whichever occurs
later, perform a visual and eddy current
surface scan inspection for cracking of the
bulkhead web at FS 1363, in accordance with
Lockheed L-1011 Service Bulletin 093-53—
268, Revision 1, dated July 2, 1996.

(1) If no cracking of the bulkhead web is
detected, except as provided by paragraph (f)
of this AD, repeat the visual and eddy current
surface scan inspections thereafter at
intervals not to exceed 2,000 landings.

(2) If cracking of the bulkhead web is
detected, and that cracking is within the
limits specified in Part | of the
Accomplishment Instructions of the service
bulletin: Accomplish the requirements of
either paragraph (e)(2)(i) or (e)(2)(ii) of this
AD, in accordance with the service bulletin.
Except as provided by paragraph (f) of this
AD, repeat the inspections thereafter at
intervals not to exceed 2,000 landings after
repair of the cracking.

(i) Prior to further flight, repair the
cracking. Or

(ii) Repeat the inspections specified in Part
| of the Accomplishment Instructions of the
service bulletin at intervals not to exceed 900
landings, and repair the cracking within
1,800 landings after the cracking was
detected.

(3) If cracking of the bulkhead web is
detected, and that cracking is outside the
limits specified in Part | of the
Accomplishment Instructions of the service
bulletin: Prior to further flight, repair in
accordance with Part I11 of the
Accomplishment Instructions of the service
bulletin. Except as provided by paragraph (f)
of this AD, repeat the inspections thereafter
at intervals not to exceed 2,000 landings.

(f) For airplanes on which modification of
the bulkhead web is accomplished in
accordance with Part IV of the
Accomplishment Instructions of Lockheed L—
1011 Service Bulletin 093-53-268, Revision

1, dated July 2, 1996: Repeat the inspections
specified in paragraph (e) of this AD within
18,000 landings after accomplishment of the
modification, in accordance with the service
bulletin.

(g) Prior to the accumulation of 18,000 total
landings, or within 6 months after the
effective date of this AD, whichever occurs
later, perform visual, bolt hole eddy current,
eddy current surface scan, and X-ray
inspections for cracking of the bulkhead cap
at FS 1363, in accordance with Lockheed L—
1011 Service Bulletin 093-53-272, dated
November 12, 1996.

(1) If no cracking of the bulkhead cap is
detected, except as provided by paragraph (h)
of this AD, repeat the inspections thereafter
at intervals not to exceed 2,000 landings, in
accordance with the service bulletin.

(2) If any cracking of the bulkhead cap is
detected, accomplish the requirements of
either paragraph (g)(2)(i) or (g)(2)(ii) of this
AD, in accordance with the service bulletin.

(i) Prior to further flight, repair in
accordance with Part | of the
Accomplishment Instructions of the service
bulletin. Thereafter, repeat the inspections at
intervals not to exceed 2,000 landings. Or

(i) Prior to further flight, replace the
bulkhead cap, in accordance with Part Il of
the Accomplishment Instructions of the
service bulletin. Following such replacement,
repeat the inspection within 18,000 landings,
in accordance with the service bulletin.

(h) For airplanes on which replacement of
the bulkhead cap is accomplished in
accordance with Part Il of the
Accomplishment Instructions of Lockheed L—
1011 Service Bulletin 093-53-272, dated
November 12, 1996: Repeat the inspections
specified in paragraph (g) of this AD within
18,000 landings after accomplishment of the
replacement, in accordance with the service
bulletin.

(i) An alternative method of compliance or
adjustment of the compliance time that
provides an acceptable level of safety may be
used if approved by the Manager, Atlanta
Aircraft Certification Office (ACO), FAA,
Small Airplane Directorate. Operators shall
submit their requests through an appropriate
FAA Principal Maintenance Inspector, who
may add comments and then send it to the
Manager, Atlanta ACO.

Note 3: Information concerning the
existence of approved alternative methods of
compliance with this AD, if any, may be
obtained from the Atlanta ACO.

(i) Special flight permits may be issued in
accordance with sections 21.197 and 21.199
of the Federal Aviation Regulations (14 CFR
21.197 and 21.199) to operate the airplane to
a location where the requirements of this AD
can be accomplished.

Issued in Renton, Washington, on
September 4, 1998.

Darrell M. Pederson,

Acting Manager, Transport Airplane
Directorate, Aircraft Certification Service.

[FR Doc. 98-24406 Filed 9-10-98; 8:45 am]
BILLING CODE 4910-13-P

DEPARTMENT OF THE TREASURY

Bureau of Alcohol, Tobacco and
Firearms

27 CFR Part 9
[Notice No. 866]
RIN 1512-AA07

Proposal To Establish a Santa Rita
Hills Viticultural Area (98R-129 P)

AGENCY: Bureau of Alcohol, Tobacco
and Firearms (ATF), Department of
Treasury.

ACTION: Notice of proposed rulemaking.

SUMMARY: The Bureau of Alcohol,
Tobacco and Firearms (ATF) has
received a petition proposing the
establishment of a viticultural area
located in Santa Barbara County,
California, to be known as ‘‘Santa Rita
Hills.” The proposed area occupies
more than 48 square miles. The
proposal constitutes a petition from
viticulturists and vintners of the
proposed area under the direction of J.
Richard Sanford (Sanford Winery),
Bryan Babcock (Babcock Vineyards and
Winery), and Wesley D. Hagen
(Vineyard Manager of Clos Pepe
Vineyards).

DATES: Written comments must be
received by December 10, 1998.

ADDRESSES: Send written comments to:
Chief, Regulations Division, Bureau of
Alcohol, Tobacco and Firearms, P.O.
Box 50221, Washington, DC 20091-0221
(Attn: Notice No. 866). Copies of the
petition, the proposed regulation, the
appropriate maps, and written
comments received will be available for
public inspection during normal
business hours at: ATF Public Reading
Room, Office of Public Affairs and
Disclosure, Room 6480, 650
Massachusetts Avenue, NW.,
Washington, DC.

FOR FURTHER INFORMATION CONTACT:
Marsha D. Baker, Regulations Division,
Bureau of Alcohol, Tobacco and
Firearms, 650 Massachusetts Avenue,
NW., Washington, DC. 20226 (202) 927—
8230.

SUPPLEMENTARY INFORMATION:

Background

On August 23, 1978, ATF published
Treasury Decision ATF-53 (43 FR
37672, 54624) revising regulations in 27
CFR part 4. These regulations allow the
establishment of definitive viticultural
areas. The regulations also allow the
name of an approved viticultural area to
be used as an appellation of origin in
the labeling and advertising of wine.
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On October 2, 1979, ATF published
Treasury Decision ATF-60 (44 FR
56692) which added a new part 9 to 27
CFR, providing for the listing of
approved American viticultural areas.
Section 4.25a(e)(1), Title 27, CFR,
defines an American Viticultural Area
(AVA) as a delimited grape-growing
region distinguishable by geographical
features, the boundaries of which have
been recognized and defined in subpart
C of part 9. Section 4.25a(e)(2) outlines
the procedure for proposing an AVA.
Any interested person may petition ATF
to establish a grape-growing region as a
viticultural area. The petition should
include:

(a) Evidence that the name of the
proposed viticultural area is locally
and/or nationally known as referring to
the area specified in the petition;

(b) Historical or current evidence that
the boundaries of the viticultural area
are as specified in the petition;

(c) Evidence relating to the
geographical features (climate, soil,
elevation, physical features, etc.) which
distinguish the viticultural features of
the proposed area from surrounding
areas;

(d) A description of the specific
boundaries of the viticultural area,
based on features which can be found
on United States Geological Survey
(U.S.G.S.) maps of the largest applicable
scale; and

(e) A copy (or copies) of the
appropriate U.S.G.S. map(s) with the
boundaries prominently marked.

Petition

ATF received a petition from J.
Richard Sanford (Sanford Winery)
which was drafted by Wesley D. Hagen
(Vineyard Manager of Clos Pepe
Vineyards), on behalf of viticulturists
and vintners working in Santa Barbara
County, California. The petition
proposes to establish a viticultural area
surrounded by but separate from the
Western Santa Ynez Valley AVA of
California to be known as ‘‘Santa Rita
Hills.” According to the petitioner, the
proposed boundary encloses an
estimated area slightly greater than
forty-eight (48) square miles and
contains approximately 500 acres of
planted varietal winegrapes. The
petition also states that currently two (2)
wineries and seventeen (17) vineyards
exist within the proposed Santa Rita
Hills area. Two additional vineyards are
in the works.

Evidence of Name

The petitioner provided evidence that
the name ‘““Santa Rita” is locally known
as referring to the area specified in the
petition. In the exhibits and maps

furnished with the petition, there are
numerous references to the area.

The Land Records of Santa Barbara
County from the U.S.G.S. furnished by
the petitioner show the Santa Rita area
dating back to 1845. According to this
information, Santa Rita was established
as a recognized political and
geographical region when a land grant
for Santa Rita was made to Jose Ramon
Malo from Spanish governor Pio Pico on
April 12, 1845. The title was accredited
to Jose Ramon Malo on June 25, 1875 by
President Ulysses S. Grant as confirmed
in the U.S. Patent Book “A.” (Pertinent
pages are shown as exhibits to the
petition.) The patent issued included
13,316 acres within the boundary of the
Santa Rita Land Grant.

Evidence submitted with the petition
to support the use of the name **Santa
Rita Hills”" as an AVA includes:

(a) The U.S.G.S. Lompoc, Lompoc
Hills, Los Alamos, and Santa Rosa. Hills
Quadrangle maps used to show the
boundaries of the proposed area use the
name ‘“‘Santa Rita Hills’ to identify the
area.

(b) The U.S.G.S. Water-Resources
Investigations Report 970-4056
(Evaluation of Ground Water Flow and
Solute Transport in the Lompoc Area,
Santa Barbara County, California)
discusses the ““Santa Rita Upland
Basin.” The report indicates that ‘‘Santa
Rita” is a recognized geological,
geographical, and hydrological
appellation in Santa Barbara County,
California.

(c) An excerpt, “From the Missions to
Prohibition”, in the publication Aged in
Oak: The Story of the Santa Barbara
County Wine Industry (1998), provided
by the petitioner shows the vineyards
and wineries in Santa Barbara County
prior to 1900 to include the name
“Santa Rita.”

(d) The text provided by the petitioner
from History of Santa Barbara County
(1939) states, ““Following the
secularization of the Mission La
Purisima, the rest of the valley was
broken up into seven great ranchos
granted to private owners. They were
Santa Rosa, Santa Rita, Salsipuedes, La
Purisima, Mission Vieja, Lompoc and a
portion of the Jesus Maria.” (Italics
added for emphasis.)

Evidence of Boundaries

Per the submission of the petitioner,
the proposed ‘‘Santa Rita Hills”” AVA is
located in Northern Santa Barbara
County, California, east of Lompoc (U.S.
Highway 1) and west of Buellton (U.S.
Highway 101). The petitioner stated that
a committee of viticulturists,
consultants and vintners with formal
geological, geographic and agricultural

education selected specific hilltops in
the Purisima Hills to the north and the
Santa Rosa Hills to the south which
isolate the area to serve as the
boundaries.

Precise boundaries can be found on
the five (5) U.S.G.S. Quadrangle maps
(7.5 minute series originally dated 1959)
submitted with the petition. On these
maps, the Santa Rita Hills are the
dominant central feature of the
proposed AVA with its transverse (east/
west) maritime throat stretching from
Lompoc to a few miles west of the
Buellton Flats. The Santa Rosa Hills to
the south and the Purisima Hills to the
north isolate the proposed area
geographically and climatically.

Again, the U.S.G.S. Water-Resources
Investigations Report 970-4056
describes the Santa Rita Upland Basin
as being ““in hydrologic continuity with
the Lompoc Plain, Lompoc Upland and
Buellton Upland basins, but separated
from the Santa Ynez River alluvium by
non-water-bearing rocks.” It goes on to
state, “‘[a]n ongoing U.S.G.S. study treats
the Santa Rita Valley as a separate unit
* * *7 and “* * * the eastern surface
drainage divide between Santa Rita and
Lompoc basins was used as a ground-
water divide by the U.S.G.S.”

Climate

According to the petitioner, the
climatic features of the proposed
viticultural area and thus the varietals
grown therein, set it apart from the
Santa Ynez Valley AVA, which borders
the proposed area. According to the
petitioner, the Santa Ynez Valley area
east of U.S. Highway 101 is
characterized by higher temperatures
than the proposed ‘“Santa Rita Hills”
AVA to the west, which has a cool
climate and is thus more conducive to
growing ‘“‘Region One” cool-climate
winegrape varietals. By contrast, the
eastern area of the Santa Ynez Valley, a
“Region Two’ growing area, provides a
warmer climate and is well known for
the production of varietal winegrapes
such as Cabernet Sauvignon, Cabernet
Franc, Merlot, Sauvignon Blanc,
Mourvedre, and other varietals that
require a significantly higher
temperature (degree days) for adequate
ripening. The proposed ‘““Santa Rita
Hills” AVA to the west of U.S. Highway
101 is better known for varietals such as
Chardonnay and Pinot Noir which are
the predominant winegrapes there. The
petitioner states, “It is much more
difficult to gain a balance of high
ripeness to strong acid content in cool-
climate varietals grown in the eastern
Santa Ynez Valley * * * the proposed
Santa Rita Hills AVA will correctly
identify and distinguish a unique cool-
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climate wine production area of Santa
Barbara County, California.”

In a 1991 article from Expansion and
Experimentation submitted by the
petitioner to substantiate this claim,
viticulturist Jeff Newton states, “The
best Chardonnays and Pinots come from
the cooler areas west of U.S. [Highway]
101 closer to the sea, and the best
Sauvignon Blanc and reds like Cabernet
come from the warmer region to the
east.” The petitioner also submitted
other articles highlighting the area’s
notoriety for producing ‘‘top-rated”
Chardonnays and ‘“‘sumptuous’ Pinot
Noirs and proclaiming it to be “probably
the greatest grape-growing area
anywhere in the United States,
particularly when it comes to great
Chardonnay and Pinot Noir.”

In addition, the petitioner provided
copies of a comparative study of the
University of California weather station
records, records of the National Weather
Service, the Western Regional Climate
Center, the National Climatic Data
Center, and those of the CIRUS Weather
Station system accessed in Santa Ynez
and Cachuma Lake (which is located
within the eastern boundary of the
Santa Ynez Valley AVA). The petitioner
states that, according to this study,
ambient temperature and
evapotranspiration rates during veraison
and ripening are disparate for two
adjacent viticultural locales. The
petitioner’s analysis of the study
indicates that the average post-veraison
ripening temperature is 14.7°F hotter
within the Santa Ynez Valley AVA than
in the proposed ““Santa Rita Hills” AVA
to the west. Similarly, the petitioner
estimates the heating degree day
differential (with the base of 50°F)
between the two areas to be 61 heat
degree days, indicating an annual 92
heating degree days in the western
Lompoc boundary and an annual 153
heating degree days in the eastern
Cachuma Lake boundary.

These temperature differences,
according to the petitioner, are the
result of a unique set of topographical,
geological and climatic influences,
particularly coastal in origin. According
to the petitioner, the proposed “‘Santa
Rita Hills”” AVA is situated within the
clearly defined east/west transverse
maritime throat, and thus is susceptible
to the ocean’s cooling influence. This
enables diurnal ocean breezes direct
access to the coastal valleys between the
Purisima Hills and the Santa Rosa Hills,
which house the proposed AVA. The
petitioner goes on to state that this
coastal influence is not nearly as
pronounced in the Santa Ynez Valley
east of U.S. Highway 101 and the
Buellton Flats. In addition, the

petitioner asserts that the proximity of
the proposed AVA to the coastal fog
from the Pacific Ocean fills the hills and
valleys of the proposed *‘Santa Rita
Hills’” AVA in the late night and early
morning hours. This intensifies the
cool-climate influence on varietal
winegrape production between the
geological boundaries of the Purisima
Hills and the Santa Rosa Hills.

Soil

The petitioner states that the soils of
the Santa Rita Hills are broken down
from an array of geological parent
material, with the most common types
being loams, sandy loams, silt loams,
and clay loams. These soils are based on
large percentages of dune sand, marine
deposits, recent alluvium, riverwash,
and terrace deposits, which are shown
on maps provided in the exhibits of the
petition. According to the petitioner,
soil samples collected from selected
sites within the proposed ‘““Santa Rita
Hills” AVA and the adjacent Santa Ynez
Valley AVA show a distinct difference
resulting from a high percentage of
alluvial and marine sand within the
proposed area. While the soil samples
from the proposed ““Santa Rita Hills”
AVA show higher percentages of sand,
silt and sandy loams, the soil samples
from the eastern Santa Ynez Valley
show a higher percentage of gravelly
and clay loams, according to the
petitioner.

The petitioner also included soil
analysis test results from several
vineyards in the proposed “‘Santa Rita
Hills” AVA conducted by various labs
in the area to support the distinct soil
data claims.

Topography

The topography of the proposed
“Santa Rita Hills”” AVA is distinct and
isolated from the rest of the Pacific
Coast, the Central Coast, and the Santa
Ynez Valley east of U.S. Highway 101
and the Buellton Flats, according to the
petitioner. The proposed AVA is
demarcated by the east-west ranges of
the Purisima Hills on the north and the
Santa Rosa Hills on the south, framing
Santa Rita Hills. When surveying the
land within the proposed boundaries to
determine what locales would be the
outer “‘edges,” the petitioner states the
following was taken into account:
viticultural viability (primarily hillside
and alluvial basin plantings) and the
coastal influence suitable for cool-
climate still winegrape production. The
petitioner goes on to state that “The
actual topography of the proposed Santa
Rita Hills AVA is an oak studded, hill-
laden maritime throat that runs east to
west, a few miles east of Lompoc to a

few miles west of Buellton Flats. The
coastal influence enters from the west,
through Lompoc, and abruptly loses its
influence at the proposed eastern
boundary as demarcated on the
enclosed U.S.G.S. maps. Elevations
within the proposed boundary range
from near sea-level to ridge-line 1800
feet above sea level.”

Proposed Boundary

The boundary of the proposed ““Santa
Rita Hills”” AVA may be found on the
five (5) 1:24:000 scale U.S.G.S.
Quadrangle 7.5-Minute Series maps
included with the petition. The
boundary is described in §9.162.

Public Participation—Written
Comments

ATF requests comments from all
interested parties. Comments received
on or before the closing date will be
carefully considered. Comments
received after that date will be given the
same consideration if it is practical to
do so. However, assurance of
consideration can only be given to those
received on or before the closing date.

ATF will not recognize any comment
as confidential. All comments may be
disclosed to the public. Any material
that the commenter considers to be
confidential or inappropriate for
disclosure to the public should not be
included in the comment. The name of
the person submitting the comment is
not exempt from disclosure.

Any person who desires an
opportunity to comment orally at a
public hearing on the proposed
regulation should submit his or her
request, in writing, to the Director
within the 90-day comment period.
However, the Director reserves the right
to determine, in light of all
circumstances, whether a public hearing
will be held.

Paperwork Reduction Act

The provisions of the Paperwork
Reduction Act of 1995 (44 U.S.C.
3507(j)) and its implementing
regulations, 5 CFR Part 1320, do not
apply to this notice of proposed
rulemaking because no requirement to
collect information is proposed.

Regulatory Flexibility Act

It is hereby certified that this
proposed regulation will not have a
significant economic impact on a
substantial number of small entities.
Any benefit derived from the use of a
viticultural area name is the result of the
proprietor’s own efforts and consumer
acceptance of wines from a particular
area. No new requirements are
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proposed. Accordingly, a regulatory
flexibility analysis is not required.

Executive Order 12866

It has been determined that this
proposed regulation is not a significant
regulatory action as defined in
Executive Order 12866. Accordingly,
this proposal is not subject to the
analysis required by this Executive
Order.

Drafting Information

The author of this document is
Marsha D. Baker, Regulations Division,
Bureau of Alcohol, Tobacco and
Firearms.

List of Subjects in 27 CFR Part 9

Administrative practices and
procedures, Consumer protection,
Viticultural areas, and Wine.

Authority and Issuance

Title 27, Code of Federal Regulations,
Part 9, American Viticultural Areas, is
proposed to be amended as follows:

PART 9—AMERICAN VITICULTURAL
AREAS

Paragraph 1. The authority citation
for Part 9 continues to read as follows:

Authority: 27 U.S.C. 205.

Subpart C—Approved American
Viticultural Areas

Par. 2. Subpart C is amended by
adding §9.162 to read as follows:

* * * * *

§9.162 Santa Rita Hills.

(a) Name. The name of the viticultural
area described in this section is
“Santa Rita Hills.”

(b) Approved maps. The appropriate
maps for determining the boundary
of the Santa Rita Hills viticultural
area are five (5) U.S.G.S.
Quadrangle 7.5 Minute Series maps
titled:

(1) “Lompoc, Calif.,” edition of 1959
(photorevised in 1982).

(2) “Lompoc Hills, Calif.,” edition of
1959 (photoinspected 1971).

(3) ““Los Alamos, Calif.,” edition of
1959.

(4) “Santa Rosa Hills, Calif.,” edition of
1959 (photoinspected 1978).

(5) “Solvang, Calif.,” edition of 1959
(photorevised 1982).

(c) Boundary. The “Santa Rita Hills”
viticultural area is located within
Santa Barbara County, California.
The boundary is as follows:

(1) The beginning point is found on
the Solvang, California U.S.G.S.
Quadrangle map at an unnamed hilltop,
elevation 1600 feet, in section 27, T.6N,
R. 32W, on the Solvang, Calif.,
Quadrangle U.S.G.S. map.

(2) Then proceed north and slightly
west 2.3 miles to an unnamed hilltop
elevation 1174 feet, Section 15, T.6N., R.
32W.

(3) Proceed west and slightly north
1.85 miles to an unnamed hilltop
elevation 899 feet within the heart of the
Santa Rosa Land Grant, T.7N., R. 32W,
on the Santa Rosa Hills, Calif.,
Quadrangle U.S.G.S. map.

(4) Proceed north approximately 2
miles to an unnamed hilltop elevation
1063 feet within the northeastern part of
the Santa Rosa Land Grant, T.7N, R.
32W, on the Los Alamos, Calif.,
Quadrangle U.S.G.S. map.

(5) Proceed northwest 1.1 miles to an
unnamed hilltop elevation 961 feet.
Section 29, T.7N., R. 32W.

(6) Proceed north and slightly east 1.1
miles to an unnamed elevation 1443
feet. Section 20, T.7N., R. 32W.

(7) Proceed west 1.4 miles to an
unnamed hilltop elevation 1479 feet.
Section 24, T.7N., R. 33W.

(8) Proceed north 1.2 miles to an
unnamed hilltop elevation 1705 feet.
Section 13, T.7N., R. 33W.

(9) Proceed northwest approximately
2 miles to an unnamed hilltop elevation
1543. Section 10, T.7N., R. 33W.

(10) Proceed west and slightly south
1.6 miles to an unnamed hilltop
elevation 935 feet within the northern
section of the Santa Rosa Land Grant.
T.7N., R. 33W.

(11) Proceed south by southwest 1.5
miles to an unnamed hilltop elevation
605 feet in the northern section of the
Santa Rosa Land Grant. T.7N., R. 33W.

(12) Proceed west by southwest
approximately 2 miles to the point
where California Highway 246 intersects
with the 200-foot elevation contour line
comprising the western border of the
Santa Rita Hills, within the Santa Rosa
Land Grant. T.7N., R. 34W, on the
Lompoc, Calif., Quadrangle U.S.G.S.
map.

(13) Proceed following the 200 foot
elevation contour line south along the
western border of the Santa Rita Hills to
an extreme southern tip of the 200 foot
elevation contour that is .6 miles due
west of an unnamed hilltop 361 feet in
elevation in the Canada de Salispuedes
Land Grant. T.6N., R. 34W.

(14) Proceed southeast 2.35 miles to
an unnamed hilltop elevation 1070 feet.
Section 18, T.6N., R. 33W, on the
Lompoc Hills, Calif., Quadrangle
U.S.G.S. map.

(15) Proceed east and slightly south
1.95 miles to an unnamed hilltop
elevation 921 feet. Section 16, T.6N., R.
33W, on the Santa Rosa Hills, Calif.,
Quadrangle U.S.G.S. map.

(16) Proceed east by southeast 1.35
miles to an unnamed hilltop elevation
1307 feet. Section: on intersection

between Sections 22 and 23, T.6N., R.
33W.

(17) Proceed east 2.35 miles to an
unnamed hilltop elevation 1507 feet in
the southern area of the Santa Rosa
Land Grant. T.6N., 32W.

(18) Proceed east by southeast 2.1
miles to an unnamed hilltop elevation
1279 feet in the southern area of the
Santa Rosa Land Grant. T.6N., 32W.

(19) Then proceed east by southeast
1.45 miles to the point of the beginning.

Approved: September 3, 1998.
John W. Magaw,
Director.
[FR Doc. 98-24417 Filed 9-10-98; 8:45 am]
BILLING CODE 4810-31-P

DEPARTMENT OF THE INTERIOR

Office of Surface Mining Reclamation
and Enforcement

30 CFR Part 904

[SPATS No. AR-032-FOR]
Arkansas Regulatory Program

AGENCY: Office of Surface Mining
Reclamation and Enforcement (OSM),
Interior.

ACTION: Proposed rule; public comment
period and opportunity for public
hearing and withdrawal of proposed
amendment.

SUMMARY: OSM is announcing the
withdrawal of a previously proposed
amendment and the receipt of a new
amendment to the Arkansas regulatory
program (Arkansas program) under the
Surface Mining Control and
Reclamation Act of 1977 (SMCRA).
Arkansas is replacing its previously
proposed amendment with a new
amendment. Both amendments pertain
to revegetation success standards. We
announced receipt of Arkansas’
previously proposed amendment in the
January 9, 1998, Federal Register (63 FR
1396). In the new amendment, Arkansas
proposes to revise its regulations and to
add policy guidelines for determining
Phase Il revegetation success for areas
being restored to various land uses.
Arkansas intends to revise its program
to be consistent with the corresponding
Federal regulations.

This document gives the times and
locations that the Arkansas program and
new amendment to that program are
available for public inspection, the
comment period during which
interested persons may submit written
comments on the proposed amendment,
and the procedures that will be followed
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regarding the public hearing, if one is
requested.

DATES: We will accept written
comments until 4:00 p.m., c.d.t. on
October 13, 1998. Upon request, we will
hold a public hearing on the proposed
amendment on October 6, 1998. We will
accept requests to speak at the hearing
until 4:00 p.m., c.d.t. on September 28,
1998.

ADDRESSES: You should mail or hand
deliver written comments and requests
to speak at the hearing to Michael C.
Wolfrom, Director, Tulsa Field Office, at
the address listed below.

You may review copies of the
Arkansas program, the proposed
amendment, a listing of any scheduled
public hearings, and all written
comments received in response to this
document at the addresses listed below
during normal business hours, Monday
through Friday, excluding holidays. You
may receive one free copy of the
proposed amendment by contacting
OSM'’s Tulsa Field Office.

Michael C. Wolfrom, Director, Tulsa
Field Office, Office of Surface Mining
Reclamation and Enforcement, 5100
East Skelly Drive, Suite 470, Tulsa,
Oklahoma 74135-6547, Telephone:
(918) 581-6430.

Arkansas Department of Pollution
Control and Ecology, Surface Mining
and Reclamation Division, 8001
National Drive, Little Rock, Arkansas
72219-8913, Telephone (501) 682—-0744.
FOR FURTHER INFORMATION CONTACT:
Michael C. Wolfrom, Director, Tulsa
Field Office. Telephone: (918) 581—
6430. Internet:
mwolfrom@mcrgw.osmre.gov.
SUPPLEMENTARY INFORMATION:

I. Background on the Arkansas
Program

On November 21, 1980, the Secretary
of the Interior conditionally approved
the Arkansas program. You can find
background information on the
Arkansas program, including the
Secretary’s findings, the disposition of
comments, and the conditions of
approval in the November 21, 1980,
Federal Register (45 FR 77003). You can
find information on the removal of the
conditions in the January 22, 1982,
Federal Register (47 FR 3108). You can
find later actions concerning the
Arkansas program at 30 CFR 904.12,
904.15, and 904.16.

1. Withdrawal of Proposed
Amendment

By way of a letter dated November 24,
1997 (Administrative Record No. AR—
560), Arkansas sent us a proposed
amendment to its program in

accordance with SMCRA. Arkansas
proposed to amend the Arkansas
Surface Coal Mining and Reclamation
Code (ASCMRC) to include revegetation
success standards at section 816.116.
We announced receipt of the
proposed amendment in the January 9,
1998, Federal Register (63 FR 1396) and
invited public comment on its
adequacy. The public comment period
ended February 9, 1998. On February
11, 1998, we notified Arkansas of
deficiencies in its amendment. By way
of a letter dated August 27, 1998
(Administrative Record No. AR-562),
Arkansas sent us a new amendment.
The new amendment replaces Arkansas’
amendment dated November 24, 1997.
Therefore, we are withdrawing the
proposed amendment announced in the
January 9, 1998 Federal Register.

111. Description of the Proposed
Amendment

By way of a letter dated August 27,
1998 (Administrative Record No. AR—
562), Arkansas sent us a new
amendment to its program in
accordance with SMCRA. The proposed
amendment responds to our November
26, 1985, and October 14, 1997, letters
(Administrative Record Nos. AR-332
and AR-559.02, respectively) that we
sent to Arkansas in accordance with 30
CFR 732.17(c). The amendment also
includes changes made at Arkansas’
own initiative. Arkansas proposes to
amend the Arkansas Surface Coal
Mining and Reclamation Code and to
add revegetation success standard
guidelines to its program. The full text
of the proposed program amendment
that Arkansas submitted is available for
public inspection at the locations listed
above under ADDRESSES. Below is a brief
discussion of the proposed amendment.

1. ASCMRC Section 701.5 Definition of
Land Use

Arkansas is removing and reserving
paragraph (c). Paragraph (c) defined the
land use category of ““grazingland.”

2. ASCMRC Section 701.5 Definition of
Renewal Resource Lands

Arkansas is revising the definition of
“Renewal Resource Lands” by
correcting a typographical error and
removing a reference to the land use
category of “grazingland.”

3. ASCMRC Section 816.116(b)(1)
Revegetation Success Standards for
Areas Developed for Use as Pasture
Land

Arkansas proposes to amend section
816.116(b)(1) by removing the reference
to the land use category of
‘““grazingland.” Arkansas also proposes

to replace the general phrase ‘“such
other success standards approved by the
Department” with language that
requires ground cover and production of
living plants on the revegetated area to
comply with the criteria contained in its
Phase 11l Revegetation Success
Standards for Pasture and Previously
Mined Areas.

4. ASCMRC Section 816.116(b)(2)
Revegetation Success Standards for
Areas Developed for Use as Cropland

Arkansas proposes to amend section
816.116(b)(2) by replacing the general
phrase “‘such other success standards
approved by the Department” with
language that requires crop production
on the revegetated area to comply with
the criteria contained in its Phase 111
Revegetation Success Standards for
Cropland.

5. ASCMRC Section 816.116(b)(3)(iv)
Revegetation Success Standards for
Areas To Be Developed for Fish and
Wildlife Habitat, Recreation, Shelter
Belts, or Forest Products

Arkansas is adding a new paragraph
(b)(3)(iv) that requires vegetation
success for these areas to comply with
the criteria contained in its Phase 11
Revegetation Success Standards for
Forest Products or its Phase Il
Revegetation Success Standards for
Recreation and Wildlife Habitat.

6. ASCMRC Section 816.116(b)(4)
Revegetation Success Standards for
Areas To Be Developed for Industrial,
Commercial, or Residential Use

Arkansas proposes to amend section
816.116(b)(4) to require that vegetative
ground cover comply with the criteria
contained in its Phase Ill Revegetation
Success Standards for Industrial,
Commercial, and Residential
Revegetation.

7. ASCMRC Section 816.116(b)(5)
Revegetation Success for Areas
Previously Disturbed by Mining

Arkansas proposes to revise
subsection 816.116(b)(5) to require that
vegetative ground cover comply with
the criteria contained in its Phase Il
Revegetation Success Standards for
Pasture and Previously Mined Areas.

8. Phase Il Revegetation Success
Standards for Pasture and Previously
Mined Areas

Arkansas is adding policy guidelines
for pasture land use areas and
previously mined areas. This policy
describes the criteria and procedures for
determining Phase Ill ground cover and
production success for areas being
restored to pasture and for areas that
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were previously mined. It provides
general revegetation requirements and
success standards and measurement
frequency for ground cover and forage
production. It also includes sampling
procedures and techniques, data
submission and analysis criteria, and
mitigation plan requirements.

9. Phase Il Revegetation Success
Standards for Cropland

Arkansas is adding policy guidelines
for cropland. This policy describes the
criteria and procedures for determining
Phase |1l production success standards
for areas being restored to cropland. It
provides success standards and
measurement frequency for ground
cover and crop production. It also
includes sampling procedures and
techniques, data submission and
analysis criteria, and mitigation plan
requirements.

10. Phase Ill Revegetation Success
Standards for Forest Products

Arkansas is adding policy guidelines
for forest land use areas. This policy
describes the criteria and procedures for
determining Phase Ill ground cover and
tree and shrub stocking success for areas
being restored to forest. It provides
general revegetation requirements and
success standards and measurement
frequency for ground cover and tree and
shrub stocking rates. It also includes
sampling procedures and techniques,
data submission and analysis criteria,
and mitigation plan requirements.

11. Phase Ill Revegetation Success
Standards for Recreation and Wildlife
Habitat

Arkansas is adding policy guidelines
for recreation and wildlife habitat land
use areas. This policy describes the
criteria and procedures for determining
Phase 11l success for areas being restored
to recreation and wildlife habitat. It
provides success standards and
measurement frequency for ground
cover and tree and shrub stocking. It
also includes sampling procedures and
techniques, data analysis criteria, and
mitigation plan requirements.

12. Phase Il Success Standards for
Industrial/Commercial and Residential
Revegetation

Arkansas is adding policy guidelines
for industrial/commercial or residential
land use areas. This policy describes the
criteria and procedures for determining
Phase 11l ground cover success for areas
being restored to an industrial/
commercial or residential land use. It
provides general revegetation
requirements and success standards and
measurement frequency for ground

cover. It also includes sampling
procedures and techniques, data
submission and analysis criteria, and
mitigation plan requirements.

IV. Public Comment Procedures

According to the provisions of 30 CFR
732.17(h), we are seeking comments on
whether the proposed amendment
satisfies the applicable program
approval criteria of 30 CFR 732.15. If the
amendment is approved, it will become
part of the Arkansas program.

Written Comments

Your written comments should be
specific and should pertain only to the
issues proposed in this rulemaking. You
should explain the reason for any
recommended change. We may not
consider in the final rulemaking or
include in the Administrative Record
any comments we receive after the close
of the comment period (see DATES) or at
locations other than the Tulsa Field
Office.

Public Hearing

If you wish to speak at the public
hearing, contact the person listed under
FOR FURTHER INFORMATION CONTACT by
4:00 p.m., c.d.t. on September 28, 1998.
We will arrange the location and time of
the hearing with those persons
requesting the hearing. If you are
disabled and need special
accommodations to attend a public
hearing, contact the individual listed
under FOR FURTHER INFORMATION
CONTACT. The hearing will not be held
if no one requests an opportunity to
speak at the public hearing.

You should file a written statement at
the time you request the hearing. This
will allow us to prepare adequate
responses and appropriate questions.
The public hearing will continue on the
specified date until all persons
scheduled to speak have been heard. If
you are in the audience and have not
been scheduled to speak and wish to do
so, you will be allowed to speak after
those who have been scheduled. We
will end the hearing after all persons
scheduled to speak and persons present
in the audience who wish to speak have
been heard.

Public Meeting

If only one person requests an
opportunity to speak at a hearing, a
public meeting, rather than a public
hearing, may be held. If you wish to
meet with us to discuss the proposed
amendment, request a meeting by
contacting the person listed under FOR
FURTHER INFORMATION CONTACT. All such
meetings are open to the public and, if
possible, we will post notices of

meetings at the locations listed under
ADDRESSES. We also make a written
summary of each meeting a part of the
Administrative Record.

V. Procedural Determinations

Executive Order 12866

The Office of Management and Budget
(OMB) under Executive Order 12866
(Regulatory Planning and Review)
exempts this rule from review.

Executive Order 12988

The Department of the Interior
conducted the reviews required by
section 3 of Executive Order 12988
(Civil Justice Reform) and determined
that, to the extent allowed by law, this
rule meets the applicable standards of
subsections (a) and (b) of that section.
However, these standards are not
applicable to the actual language of
State regulatory programs and program
amendments since each such program is
drafted and promulgated by a specific
State, not by OSM. Under sections 503
and 505 of SMCRA (30 U.S.C. 1253 and
1255) and 30 CFR 730.11, 732.15, and
732.17(h)(10), decisions on proposed
State regulatory programs and program
amendments submitted by the States
must be based solely on a determination
of whether the submittal is consistent
with SMCRA and its implementing
Federal regulations and whether the
other requirements of 30 CFR Parts 730,
731, and 732 have been met.

National Environmental Policy Act

This rule does not require an
environmental impact statement since
section 702(d) of SMCRA (30 U.S.C.
1292(d)) provides that agency decisions
on proposed State regulatory program
provisions do not constitute major
Federal actions within the meaning of
section 102(2)(C) of the National
Environmental Policy Act (42 U.S.C.
4332(2)(C)).

Paperwork Reduction Act

This rule does not contain
information collection requirements that
require approval by OMB under the
Paperwork Reduction Act (44 U.S.C.
3507 et seq.).

Regulatory Flexibility Act

The Department of the Interior
determined that this rule will not have
a significant economic impact on a
substantial number of small entities
under the Regulatory Flexibility Act (5
U.S.C. 601 et seq.). The State submittal
which is the subject of this rule is based
upon counterpart Federal regulations for
which an economic analysis was
prepared and certification made that
such regulations would not have a
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significant economic effect upon a
substantial number of small entities.
Accordingly, this rule will ensure that
existing requirements previously
promulgated by OSM will be
implemented by the State. In making the
determination as to whether this rule
would have a significant economic
impact, the Department relied upon the
data and assumptions for the
counterpart Federal regulations.

Unfunded Mandates

OSM determined and certifies under
the Unfunded Mandates Reform Act (2
U.S.C. 1502 et seq.) that this rule will
not impose a cost of $100 million or
more in any given year on local, state,
or tribal governments or private entities.

List of Subjects in 30 CFR Part 904
Intergovernmental relations, Surface
mining, Underground mining.
Dated: September 3, 1998.
Charles E. Sandberg,

Acting Regional Director, Mid-Continent
Regional Coordinating Center.

[FR Doc. 98-24380 Filed 9-10-98; 8:45 am]
BILLING CODE 4310-05-P

ENVIRONMENTAL PROTECTION
AGENCY

40 CFR Part 86
[FRL-6159-9]

Optional Certification Streamlining
Procedures for Light-Duty Vehicles,
Light-Duty Trucks, and Heavy-Duty
Engines for Original Equipment
Manufacturers and for Aftermarket
Conversion Manufacturers

AGENCY: Environmental Protection
Agency (EPA).

ACTION: Proposed rule; extension of
public comment period.

SUMMARY: The U.S. Environmental
Protection Agency (EPA) is extending
the public comment period on the
Notice of Proposed Rulemaking
(NPRM), which proposes optional
certification procedures for light-duty
vehicles, light duty trucks, and heavy-
duty engines that meet Clean-Fuel
Vehicle requirements as well as for
certain gaseous-fueled vehicles certified
to EPA’s Tier 1 standards. The NPRM
was published in the Federal Register
on July 20, 1998 (63 FR 38767). The
purpose of this document is to extend
the comment period from August 19,
1998 to October 13, 1998, to allow
commenters additional time to respond
to the NPRM.

The document provided an
opportunity for a public hearing, if

requested by August 19, 1998. No
request for a hearing was made and,
therefore, no public hearing will be
scheduled for this proposal.
DATES: EPA will accept comments on
the NPRM until October 13, 1998.
ADDRESSES: Comments should be
submitted in duplicate to the EPA Air
& Radiation Docket #A—97-27, Room
1500-M (Mail Code 6102), 401 M Street
SW., Washington, D.C. 20460. Copies of
information relevant to this NPRM are
available for inspection in public docket
A-97-27 at the above address, between
the hours of 8:00 a.m. to 5:30 p.m.
Monday through Friday.
FOR FURTHER INFORMATION CONTACT: For
information concerning the NPRM,
contact Clifford Tyree, Sr. Project
Manager, Vehicle Programs and
Compliance Division, U.S.
Environmental Protection Agency, 2000
Traverwood, Ann Arbor, M| 48105,
Phone (734) 214-4310, E-mail:
tyree.clifford@epa.gov.

Dated: September 4, 1998.
Robert Perciasepe,
Assistant Administrator, Air and Radiation.
[FR Doc. 98-24476 Filed 9-10-98; 8:45 am]
BILLING CODE 6560-50-P

ENVIRONMENTAL PROTECTION
AGENCY

40 CFR Part 180
[OPP-300710; FRL—6026-8]
RIN 2070-AB78

Azoxystrobin; Pesticide Tolerance

AGENCY: Environmental Protection
Agency (EPA).
ACTION: Proposed rule.

SUMMARY: This is a proposed regulation
to establish a temporary tolerance for 1
year for the combined residues of
azoxystrobin [methyl (E)-2-{2-[6-(2-
cyanophenoxy)pyrimidin-4-
yloxy]phenyl}-3-methoxyacrylate)] and
its Z isomer in or on potatoes. This
action is in response to Wisconsin
potato growers and University extension
specialists, Zeneca Ag Products and
EPA’s combined efforts to generate the
information necessary for registration of
the reduced risk pesticide, azoxystrobin,
on late blight and early blight of
potatoes. This proposed temporary
tolerance supports a non-crop destruct
experimental use permit (EUP) under
section 5 of the Federal Insecticide,
Fungicide, and Rodenticide Act
authorizing use of azoxystrobin on
potatoes in Wisconsin. This regulation
proposes to establish a maximum

permissible level for residues of
azoxystrobin in this food commodity
pursuant to section 408(e) of the Federal
Food, Drug, and Cosmetic Act, as
amended by the Food Quality Protection
Act of 1996.

DATES: Comments must be received on
or before September 28, 1998.

ADDRESSES: By mail, submit written
comments in triplicate to: Public
Information and Records Integrity
Branch, Information Resources and
Services Division (7502C), Office of
Pesticide Programs, Environmental
Protection Agency, 401 M St., SW.,
Washington, DC 20460. In person,
deliver comments to: Rm. 119, CM #2,
1921 Jefferson Davis Highway,
Arlington, VA.

Comments and data may also be
submitted electronically to: opp-
docket@epamail.epa.gov. Follow the
instructions under Unit VII. of this
document. No Confidential Business
Information (CBI) should be submitted
through e-mail.

Information submitted as a comment
concerning this document may be
claimed confidential by marking any
part or all of that information as CBI.
Information so marked will not be
disclosed except in accordance with
procedures set forth in 40 CFR part 2.

A copy of the comment that does not
contain CBI must be submitted for
inclusion in the public record.
Information not marked confidential
will be included in the public docket by
EPA without prior notice. The public
docket is available for public inspection
in Rm. 119 at the Virginia address given
above, from 8:30 a.m. to 4 p.m., Monday
through Friday, excluding legal
holidays.

FOR FURTHER INFORMATION CONTACT: By
mail: John Bazuin, Registration Division
7505C, Office of Pesticide Programs,
Environmental Protection Agency, 401
M St., SW., Washington, DC 20460.
Office location, telephone number, and
e-mail address: Crystal Mall #2, 1921
Jefferson Davis Hwy., Arlington, VA,
(703) 305-7381, e-mail:
bazuin.john@epamail.epa.gov.

SUPPLEMENTARY INFORMATION: EPA, in
cooperation with Wisconsin potato
growers, University extension
specialists, and Zeneca Ag Products,
Inc., and pursuant to section 408(e) and
(r) of the Federal Food, Drug, and
Cosmetic Act (FFDCA), 21 U.S.C.
346a(e) and (r), is proposing to establish
a temporary tolerance for 1 year for the
combined residues of the fungicide
azoxystrobin and its Z isomer, in or on
potatoes at 0.03 parts per million (ppm).
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l. Background and Statutory Authority

The Food Quality Protection Act of
1996 (FQPA) (Pub. L. 104-170) was
signed into law August 3, 1996. FQPA
amends both the Federal Food, Drug,
and Cosmetic Act (FFDCA), 21 U.S.C.
301 et seq., and the Federal Insecticide,
Fungicide, and Rodenticide Act
(FIFRA), 7 U.S.C. 136 et seq. The FQPA
amendments went into effect
immediately. Among other things,
FQPA amends FFDCA to bring all EPA
pesticide tolerance-setting activities
under a new section 408 with a new
safety standard and new procedures.
These activities are described below and
discussed in greater detail in the final
rule establishing the time-limited
tolerance associated with the emergency
exemption for use of propiconazole on
sorghum (61 FR 58135, November 13,
1996) (FRL-5572-9).

New section 408(b)(2)(A)(i) of FFDCA
allows EPA to establish a tolerance (the
legal limit for a pesticide chemical
residue in or on a food) only if EPA
determines that the tolerance is ““safe.”
Section 408(b)(2)(A)(ii) defines ‘‘safe” to
mean that ““‘there is a reasonable
certainty that no harm will result from
aggregate exposure to the pesticide
chemical residue, including all
anticipated dietary exposures and all
other exposures for which there is
reliable information.” This includes
exposure through drinking water and in
residential settings, but does not include
occupational exposure. Section
408(b)(2)(C) requires EPA to give special
consideration to exposure of infants and
children to the pesticide chemical
residue in establishing a tolerance and
to “ensure that there is a reasonable
certainty that no harm will result to
infants and children from aggregate
exposure to the pesticide chemical
residue. . ..”

Section 5 of FIFRA authorizes EPA to
issue an experimental use permit for a
pesticide. This provision was not
amended by FQPA. EPA has established
regulations governing such
experimental use permits in 40 CFR part
172. Section 408(r) of FFDCA authorizes
EPA to issue temporary tolerances for
pesticide residues resulting from FIFRA
experimental use permits.

I1. Risk Assessment and Statutory
Findings

EPA performs a number of analyses to
determine the risks from aggregate
exposure to pesticide residues. First,
EPA determines the toxicity of
pesticides based primarily on
toxicological studies using laboratory
animals. These studies address many
adverse health effects, including (but

not limited to) reproductive effects,
developmental toxicity, toxicity to the
nervous system, and carcinogenicity.
Second, EPA examines exposure to the
pesticide through the diet (e.g., food and
drinking water) and through exposures
that occur as a result of pesticide use in
residential settings. The Agency has
determined that azoxystrobin is a
reduced risk pesticide for use on
potatoes.

A. Toxicity

1. Threshold and non-threshold
effects. For many animal studies, a dose
response relationship can be
determined, which provides a dose that
causes adverse effects (threshold effects)
and doses causing no observed effects
(the ““no observed adverse effect level”
or “NOAEL™).

Once a study has been evaluated and
the observed effects have been
determined to be threshold effects, EPA
generally divides the NOAEL from the
study with the lowest NOAEL by an
uncertainty factor (usually 100 or more)
to determine the Reference Dose (RfD).
The RfD is a level at or below which
daily aggregate exposure over a lifetime
will not pose appreciable risks to
human health. An uncertainty factor
(sometimes called a ‘‘safety factor’’) of
100 is commonly used since it is
assumed that people may be up to 10
times more sensitive to pesticides than
the test animals, and that one person or
subgroup of the population (such as
infants and children) could be up to 10
times more sensitive to a pesticide than
another. In addition, EPA assesses the
potential risks to infants and children
based on the weight of the evidence of
the toxicology studies and determines
whether an additional uncertainty factor
is warranted. Thus, an aggregate daily
exposure to a pesticide residue at or
below the RfD (expressed as 100% or
less of the RfD) is generally considered
acceptable by EPA. EPA generally uses
the RfD to evaluate the chronic risks
posed by pesticide exposure. For shorter
term risks, EPA calculates a margin of
exposure (MOE) by dividing the
estimated human exposure into the
NOAEL from the appropriate animal
study. Commonly, EPA finds MOEs
lower than 100 to be unacceptable. This
100—fold MOE is based on the same
rationale as the 100—fold uncertainty
factor.

Lifetime feeding studies in two
species of laboratory animals are
conducted to screen pesticides for
cancer effects. When evidence of
increased cancer is noted in these
studies, the Agency conducts a weight
of the evidence review of all relevant
toxicological data including short-term

and mutagenicity studies and structure
activity relationship. Once a pesticide
has been classified as a potential human
carcinogen, different types of risk
assessments (e.g., linear low dose
extrapolations or MOE calculation based
on the appropriate NOAEL) will be
carried out based on the nature of the
carcinogenic response and the Agency’s
knowledge of its mode of action.

2. Differences in toxic effect due to
exposure duration. The toxicological
effects of a pesticide can vary with
different exposure durations. EPA
considers the entire toxicity data base,
and based on the effects seen for
different durations and routes of
exposure, determines which risk
assessments should be done to assure
that the public is adequately protected
from any pesticide exposure scenario.
Both short and long durations of
exposure are always considered.
Typically, risk assessments include
“‘acute,” “‘short-term,” “‘intermediate
term,” and “‘chronic” risks. These
assessments are defined by the Agency
as follows.

Acute risk, by the Agency’s definition,
results from 1 day consumption of food
and water, and reflects toxicity which
could be expressed following a single
oral exposure to the pesticide residues.
High end exposure to food and water
residues is typically assumed.

Short-term risk results from exposure
to the pesticide for a period of 1 to 7
days, and therefore overlaps with the
acute risk assessment. Historically, this
risk assessment was intended to address
primarily dermal and inhalation
exposure which could result, for
example, from residential pesticide
applications. However, since enaction of
FQPA, this assessment has been
expanded to include both dietary and
non-dietary sources of exposure, and
will typically consider exposure from
food, water, and residential uses when
reliable data are available. In this
assessment, risks from average food and
water exposure, and high-end
residential exposure, are aggregated.
High-end exposures from all three
sources are not typically added because
of the very low probability of this
occurring in most cases, and because the
other conservative assumptions built
into the assessment assure adequate
protection of public health. However,
for cases in which high-end exposure
can reasonably be expected from
multiple sources (e.g. frequent and
widespread homeowner use in a
specific geographical area), multiple
high-end risks will be aggregated and
presented as part of the comprehensive
risk assessment/characterization. Since
the toxicological endpoint considered in
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this assessment reflects exposure over a
period of at least 7 days, an additional
degree of conservatism is built into the
assessment; i.e., the risk assessment
nominally covers 1 to 7 days exposure,
and the toxicological endpoint/NOAEL
is selected to be adequate for at least 7
days of exposure. (Toxicity results at
lower levels when the dosing duration
is increased.)

Intermediate-term risk results from
exposure for 7 days to several months.
This assessment is handled in a manner
similar to the short-term risk
assessment.

Chronic risk assessment describes risk
which could result from several months
to a lifetime of exposure. For this
assessment, risks are aggregated
considering average exposure from all
sources for representative population
subgroups including infants and
children.

B. Aggregate Exposure

In examining aggregate exposure,
FFDCA section 408 requires that EPA
take into account available and reliable
information concerning exposure from
the pesticide residue in the food in
question, residues in other foods for
which there are tolerances, residues in
ground water or surface water that is
consumed as drinking water, and other
non-occupational exposures through
pesticide use in gardens, lawns, or
buildings (residential and other indoor
uses). Dietary exposure to residues of a
pesticide in a food commodity is
estimated by multiplying the average
daily consumption of the food forms of
that commodity by the tolerance level or
the anticipated pesticide residue level.
The Theoretical Maximum Residue
Contribution (TMRC) is an estimate of
the level of residues consumed daily if
each food item contained pesticide
residues equal to the tolerance. In
evaluating food exposures, EPA takes
into account varying consumption
patterns of major identifiable subgroups
of consumers, including infants and
children. The TMRC is a ““worst case”
estimate since it is based on the
assumptions that food contains
pesticide residues at the tolerance level
and that 100% of the crop is treated by
pesticides that have established
tolerances. If the TMRC exceeds the RfD
or poses a lifetime cancer risk that is
greater than approximately one in a
million, EPA attempts to derive a more
accurate exposure estimate for the
pesticide by evaluating additional types
of information (anticipated residue data
and/or percent of crop treated data)
which show, generally, that pesticide
residues in most foods when they are

eaten are well below established
tolerances.

Percent of crop treated estimates are
derived from Federal and private market
survey data. Typically, a range of
estimates is supplied and the upper end
of this range is assumed for the
exposure assessment. By using this
upper end estimate of percent of crop
treated, the Agency is reasonably certain
that exposure is not understated for any
significant subpopulation group.
Further, regional consumption
information is taken into account
through EPA’s computer-based model
for evaluating the exposure of
significant subpopulations including
several regional groups, to pesticide
residues. For this pesticide, the most
highly exposed population subgroup
(non-nursing infants (<1 year old)) was
not regionally based.

I11. Aggregate Risk Assessment and
Determination of Safety

Consistent with section 408(b)(2)(D),
EPA has reviewed the available
scientific data and other relevant
information in support of this action,
EPA has sufficient data to assess the
hazards of azoxystrobin and to make a
determination on aggregate exposure,
consistent with section 408(b)(2), for a
temporary tolerance for 1 year for
combined residues of azoxystrobin and
its Z isomer) on potatoes at 0.03 ppm.
EPA’s assessment of the dietary
exposures and risks associated with
establishing the tolerance follows.

A. Toxicological Profile

EPA has evaluated the available
toxicity data and considered its validity,
completeness, and reliability as well as
the relationship of the results of the
studies to human risk. EPA has also
considered available information
concerning the variability of the
sensitivities of major identifiable
subgroups of consumers, including
infants and children. The nature of the
toxic effects and the Agency’s selection
of toxicological endpoints upon which
to assess risk caused by azoxystrobin are
discussed below.

1. Acute toxicity. The Agency
evaluated the existing toxicology data
base for azoxystrobin. No acute dietary
endpoint was identified, no
developmental toxicity was observed in
the rabbit and rat studies reviewed, and
no primary neurotoxicity was seen in
the acute neurotoxicity study.
Therefore, no risk has been identified
for this scenario and a risk assessment
is not needed.

2. Short - and intermediate-term
toxicity. The Agency evaluated the
existing toxicology data base for short-

and intermediate-term dermal and
inhalation exposure and determined
that this risk assessment is also not
required. In a 21-day dermal toxicity
study the NOAEL was 1,000 milligrams/
kilograms/day (mg/kg/day) at the
highest dose tested (acute inhalation
toxicity category III).

3. Chronic toxicity. EPA has
established the RfD for azoxystrobin at
0.18 mg/kg/day. This RfD is based on a
chronic toxicity study in rats with a
NOAEL of 18.2 mg/kg/day. The
endpoint effects were reduced body
weights and bile duct lesions at the
lowest effect level (LEL) of 34 mg/kg/
day. An Uncertainty Factor (UF) of 100
was used to account for both the
interspecies extrapolation and the
intraspecies variability.

4. Carcinogenicity. Carcinogenicity
testing of azoxystrobin in two
appropriate species of mammals
revealed no evidence that this fungicide
is carcinogenic. Therefore, EPA
classifies azoxystrobin as ‘‘not likely” to
be a human carcinogen in line with the
proposed revised cancer guidelines.

B. Exposures and Risks

1. From food and feed uses.
Permanent tolerances have been
established (40 CFR 180.507(a)) for the
combined residues of azoxystrobin and
its Z isomer, in or on a variety of raw
agricultural commodities at levels
ranging from 0.01 ppm in pecans to 1.0
ppm in grapes. In addition, time-limited
tolerances have been established (40
CFR 180.507(b) at levels ranging from
0.006 ppm in milk to 20 ppm in rice
hulls) in conjunction with section 18
requests. Risk assessments were
conducted by EPA to assess dietary
exposures and risks from azoxystrobin
as follows:

i. Acute exposure and risk. Acute
dietary risk assessments are performed
for a food-use pesticide if a toxicological
study has indicated the possibility of an
effect of concern occurring as a result of
a 1 day or single exposure. The Agency
did not conduct an acute risk
assessment because no toxicological
endpoint of concern was identified
during review of available data.

ii. Chronic exposure and risk. In
conducting this chronic dietary risk
assessment, the Agency has made very
conservative assumptions—100% of
potatoes and all other commodities
having azoxystrobin tolerances will
contain azoxystrobin residues and those
residues would be at the level of the
tolerance—which result in an
overestimation of human dietary
exposure. Thus, in making a safety
determination for this tolerance, EPA is
taking into account this conservative
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exposure assessment. The existing
azoxystrobin tolerances (published,

drinking water. No health advisory
levels for azoxystrobin in drinking water

pending, and including the necessary Populati ) TMRC have been established.
- h pulation Sub (mg/kg/ | % RFD . .
section 18 tolerance(s)) resultin a Group e )9 i. Acute exposure and risk. An acute
Theoretical Maximum Residue Y risk assessment was not appropriate
Contrlbutlon_(TMRC) that is eqUIValent U.S. Population 0.003 205 since no toxico'ogica' endpoint of
to the following percentages of the RfD: (Western region) concern was identified for this scenario
U.S_%‘POpU_Iati;)n (Pa- | 0.003 2% during review of the available data.
ciic region ii. Chronic exposure and risk. Based
_ TMRC Feirr?;)les (13+, nurs- | 0.003 2% on _the chronic d_ietary (f(_)od) exposure
POpUgrt(l)%npSUb- (mglkg/ | % RFD Females (13-19, not | 0.002 1% estimates, chronic drinking water levels
day) pregnant or nurs- of concern (DWLOC) for azoxystrobin
: ing) were calculated and are summarized in
U.S. Population (48 | 0.003 1.8% the following table. Estimated
States) Neither the U.S. population as a whole  environmental concentrations (EECs)
Nursing Infants (<1 0.004 2% . .
year old) nor any of_the subgroups whose food using GENEEC for azoxystrobin on
Non-Nursing Infants | 0.011 8% consumption patterns were analyzed for bananas, grapes, peaches, peanuts,

(<1 year old) dietary exposure and risk to pecans, tomatoes, and wheat are listed
Children (1-6 years | 0.007 4% azoxystrobin reached even one-twelfth in SWAT Team Second Interim Report
old) of the RfD under these assumed (June 20, 1997). The highest EEC for
Children (7-12 years | 0.004 2% theoretical maximum exposures to azoxystrobin in surface water is from

old) , azoxystrobin for all published, pending, the application of azoxystrobin on
Hfr?—?—?ilscpsanics Oth- 8'88@ 502 and proposed tolerances. Moreover, grapes (39 pg/L) and is substantially

ers ’ real-world exposure is likely to be lower than the DWLOCS calculated.
U.S. Population 0.003 2% substantially lower than this. Therefore, chronic exposure to

(summer season) 2. From drinking water. There is no azoxystrobin residues in drinking water
U.S. Population 0.003 2% established Maximum Contaminant do not exceed the Agency’s level of

(Northeast region) Level for residues of azoxystrobin in concern.

TMRC [Food Exposure] | Maximum Water Expo-
RfD (mglkg/day) (r&wg/kg/da)?) ] surel (mg/kg/day)p DWLOC?34 (ugiL)

U.S. Population (48 States) 0.18 0.0027 0.178 6,200
Females (13 + years old, not preg- | 0.18 0.0019 0.178 5,300

nant or nursing)
Non-nursing Infants (<1 year old) 0.18 0.0113 0.169 1,680

1 Maximum water exposure (mg/kg/day) = RfD (mg/kg/day) - TMRC from DRES (mg/kg/day)
2 DWLOC (pg/L) = Max water exposure (mg/kg/day) * body wt (kg)/[(10-3 mg/ug)*water consumed daily (L/day)]
3 HED default body wts for males, females, and children are 70 kg, 60 kg, and 10 kg respectively

4 HED default daily drinking rates are 2 L/day for adults and 1 L/day for children

3. From non-dietary exposure.
Azoxystrobin is not currently registered
for use on residential non-food sites.

4. Cumulative exposure to substances
with common mechanism of toxicity.
Azoxystrobin is related to the naturally
occurring strobilurins. There are no
other members of this class of
fungicides registered with the Agency.
Section 408(b)(2)(D)(v) requires that,
when considering whether to establish,
modify, or revoke a tolerance, the
Agency consider “available
information’ concerning the cumulative
effects of a particular pesticide’s
residues and ‘‘other substances that
have a common mechanism of toxicity.”
The Agency believes that ‘“‘available
information” in this context might
include not only toxicity, chemistry,
and exposure data, but also scientific
policies and methodologies for
understanding common mechanisms of
toxicity and conducting cumulative risk
assessments. For most pesticides,

although the Agency has some
information in its files that may turn out
to be helpful in eventually determining
whether a pesticide shares a common
mechanism of toxicity with any other
substances, EPA does not at this time
have the methodologies to resolve the
complex scientific issues concerning
common mechanism of toxicity in a
meaningful way. EPA has begun a pilot
process to study this issue further
through the examination of particular
classes of pesticides. The Agency hopes
that the results of this pilot process will
increase the Agency’s scientific
understanding of this question such that
EPA will be able to develop and apply
scientific principles for better
determining which chemicals have a
common mechanism of toxicity and
evaluating the cumulative effects of
such chemicals. The Agency anticipates,
however, that even as its understanding
of the science of common mechanisms
increases, decisions on specific classes

of chemicals will be heavily dependent
on chemical specific data, much of
which may not be presently available.

Although at present the Agency does
not know how to apply the information
in its files concerning common
mechanism issues to most risk
assessments, there are pesticides as to
which the common mechanism issues
can be resolved. These pesticides
include pesticides that are
toxicologically dissimilar to existing
chemical substances (in which case the
Agency can conclude that it is unlikely
that a pesticide shares a common
mechanism of activity with other
substances) and pesticides that produce
a common toxic metabolite (in which
case common mechanism of activity
will be assumed).

EPA does not have, at this time,
available data to determine whether
azoxystrobin has a common mechanism
of toxicity with other substances or how
to include this pesticide in a cumulative
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risk assessment. Unlike other pesticides
for which EPA has followed a
cumulative risk approach based on a
common mechanism of toxicity,
azoxystrobin does not appear to produce
a toxic metabolite produced by other
substances. For the purposes of this
tolerance action, therefore, EPA has not
assumed that azoxystrobin has a
common mechanism of toxicity with
other substances.

C. Aggregate Risks and Determination of
Safety for U.S. Population

1. Acute risk. This risk assessment is
not necessary since no acute
toxicological end-point of concern was
identified for this exposure scenario
during review of the available data.

2. Chronic risk. Using the
conservative TMRC exposure
assumptions described above, and
taking into account the completeness
and reliability of the toxicity data, the
Agency has estimated that exposure to
azoxystrobin from food will utilize 2%
of the RfD for the U.S. population as a
whole. The Agency generally is not
concerned about exposures below 100%
of the RfD because the RfD represents
the level at or below which daily
aggregate dietary exposure over a
lifetime will not pose appreciable risks
to human health. Despite the potential
for exposure to azoxystrobin in drinking
water, the Agency does not expect the
aggregate exposure to exceed 100% of
the RfD. Under current Agency
guidelines, the registered non-dietary
uses of azoxystrobin do not constitute a
chronic exposure scenario and EPA
concludes that there is a reasonable
certainty that no harm will result from
aggregate exposure to currently
registered azoxystrobin residues.

3. Short- and intermediate-term risk.
Short- and intermediate-term aggregate
exposure takes into account chronic
dietary food and water (considered to be
a background exposure level) plus
indoor and outdoor residential
exposure. This risk assessment is not
needed because no dermal or systemic
effects were seen in the repeated dose
dermal study at the limit dose.
Additionally, no indoor or outdoor
residential exposure uses are currently
registered for azoxystrobin.

D. Aggregate Cancer Risk for U.S.
Population

This risk assessment is also not
needed. Azoxystrobin is classified as
“not likely” to be a carcinogen under
the proposed revised carcinogenicity
guidelines because carcinogenicity
testing was performed on two
appropriate species and no evidence of
carcinogenicity was found.

E. Aggregate Risks and Determination of
Safety for Infants and Children

1. Safety factor for infants and
children—i. In general. In assessing the
potential for additional sensitivity of
infants and children to residues of
azoxystrobin, EPA considered data from
developmental toxicity studies in the rat
and rabbit and a 2-generation
reproduction study in the rat. The
developmental toxicity studies are
designed to evaluate adverse effects on
the developing organism resulting from
maternal pesticide exposure during
gestation. Reproduction studies provide
information relating to effects from
exposure to the pesticide on the
reproductive capability of mating
animals and data on systemic toxicity.

FFDCA section 408 provides that EPA
shall apply an additional tenfold margin
of safety for infants and children in the
case of threshold effects to account for
pre-and post-natal toxicity and the
completeness of the data base unless
EPA determines that a different margin
of safety will be safe for infants and
children. Margins of safety are
incorporated into EPA risk assessments
either directly through use of a MOE
analysis or through using uncertainty
(safety) factors in calculating a dose
level that poses no appreciable risk to
humans. EPA believes that reliable data
support using the standard MOE and
uncertainty factor (usually 100 for
combined inter- and intra-species
variability) and not the additional
tenfold MOE/uncertainty factor when
EPA has a complete data base under
existing guidelines and when the
severity of the effect in infants or
children or the potency or unusual toxic
properties of a compound do not raise
concerns regarding the adequacy of the
standard MOE/safety factor.

ii. Developmental toxicity studies—a.
Rabbit. In the developmental toxicity
study in rabbits, developmental NOAEL
was 500 mg/kg/day, at the highest dose
tested (HDT). Because there were no
treatment-related effects, the
developmental LEL was =500 mg/kg/
day. The maternal NOAEL was 150 mg/
kg/day. The maternal LEL of 500 mg/kg/
day was based on decreased body
weight gain during dosing.

b. Rat. In the developmental toxicity
study in rats, the maternal (systemic)
NOAEL was not established. The
maternal LEL of 25 mg/kg/day at the
lowest dose tested (LDT) was based on
increased salivation. The developmental
(fetal) NOAEL was 100 mg/kg/day
(HDT).

iii. Reproductive toxicity study—a.
Rat. In the reproductive toxicity study
(MRID No. 43678144) in rats, the

parental (systemic) NOAEL was 32.3
mg/kg/day. The parental LEL of 165.4
mg/kg/day was based on decreased body
weights in males and females, decreased
food consumption and increased
adjusted liver weights in females, and
cholangitis. The reproductive NOAEL
was 32.3 mg/kg/day. The reproductive
LEL of 165.4 mg/kg/day was based on
increased weanling liver weights and
decreased body weights for pups of both
generations.

iv. Conclusion. The pre- and post-
natal toxicology data base for
azoxystrobin is complete with respect to
current toxicological data requirements.
The results of these studies indicate that
infants and children are no more
sensitive to exposure to azoxystrobin
than are adults, based on the results of
the rat and rabbit developmental
toxicity studies and the 2-generation
reproductive toxicity study in rats.
Accordingly, EPA has determined that
the standard margin of safety will
protect the safety of infants and children
and the additional tenfold safety factor
can therefore be removed.

2. Chronic risk. Using the
conservative exposure assumptions
described above, EPA has concluded
that aggregate exposure to azoxystrobin
from food will utilize 2 to 8% of the RfD
for infants and children. EPA generally
has no concern for exposures below
100% of the RfD because the RfD
represents the level at or below which
daily aggregate dietary exposure over a
lifetime will not pose appreciable risks
to human health. Despite the potential
for exposure to azoxystrobin in drinking
water and from non-dietary, non-
occupational exposure, EPA does not
expect the aggregate exposure to exceed
100% of the RfD. EPA concludes that
there is a reasonable certainty that no
harm will result to infants and children
from aggregate exposure to azoxystrobin
residues.

1V. Other Considerations
A. Metabolism in Plants and Animals

a. The metabolism of azoxystrobin as
well as the nature of the residues is
adequately understood for purposes of
the temporary tolerance. Plant
metabolism has been evaluated in three
diverse crops; grapes, wheat, and
peanuts, which is required to define
similar metabolism of azoxystrobin in a
wide range of crops. Parent azoxystrobin
is the major component found in crops.
Azoxystrobin does not accumulate in
crop seeds or fruits. Metabolism of
azoxystrobin in plants is complex, with
more than 15 metabolites identified.
These metabolites are present at low
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levels, typically much less than 5% of
the total radioactive residue level.

b. The qualitative nature of the
residue in animals is adequately
understood for the purposes of this
proposed 1 year temporary tolerance.
Establishment of a temporary tolerance
of 0.03 ppm for azoxystrobin in/on
potatoes is not expected to lead to
detectable azoxystrobin residues in
animal commodities.

B. Analytical Enforcement Methodology

An analytical method, gas
chromatography with nitrogen-
phosphorus detection (GC-NDP) or, in
mobile phase, by high performance
liquid chromatography with ultraviolet
detection (HPLC-UV), is available for
enforcement purposes with a limit of
detection that allows monitoring of food
with residues at or above the level
proposed for this temporary tolerance.
The Agency has concluded that the
method is adequate for enforcement of
tolerances in/on other non-oily raw
agricultural commodities. The Agency
concludes this method is adequate for
enforcement of the proposed temporary
tolerance in/on potatoes.

C. Magnitude of Residues

Residues of azoxystrobin and its Z
isomer are not expected to exceed 0.03
ppm in/on potatoes as a result of the
EUP use. A temporary tolerance should
be established at this level.

D. International Residue Limits

There are no CODEX, Canadian, or
Mexican Maximum Residue Limits for
azoxystrobin in/on potatoes.

E. Rotational Crop Restrictions

Rotational crop data were previously
submitted. Based on this information, a
45—day plantback interval is appropriate
for all crops other than those with
azoxystrobin tolerances.

V. Conclusion

A 15—day comment period is being
allowed for this proposed rule because
of the speed of growth and of resistance
development of early and late blight,
and because these fungal diseases are so
devastating to potato crops once they
become established. The Agency desires
to be supportive of efforts by potato
growers to combat these diseases and to
protect their crops. The Agency also
desires to be supportive of efforts by
researchers to find control methods for
the pests early and late blight.
Additionally, the Agency feels that there
is strong evidence in support of the
safety of this proposed action.

Therefore, a temporary tolerance is
proposed for 1 year for the combined

residues of azoxystrobin and its Z
isomer in/on potatoes at 0.03 ppm.

V1. Public Record and Electronic
Submissions

The official record for this
rulemaking, as well as the public
version, has been established for this
rulemaking under docket control
number “OPP-300710" (including
comments and data submitted
electronically as described below). A
public version of this record, including
printed, paper versions of electronic
comments, which does not include any
information claimed as CBlI, is available
for inspection from 8:30 a.m. to 4 p.m.,
Monday through Friday, excluding legal
holidays. The official rulemaking record
is located at the Virginia address in
“ADDRESSES” at the beginning of this
document.

Electronic comments can be sent
directly to EPA at:

opp-docket@epamail.epa.gov

Electronic comments must be
submitted as an ASCII file avoiding the
use of special characters and any form
of encryption. Comment and data will
also be accepted on disks in
Wordperfect 5.1/6.1 or ASCII file
format. All comments and data in
electronic form must be identified by
the docket control number “OPP—
300710.” Electronic comments on this
proposed rule may be filed online at
many Federal Depository Libraries.

VII. Regulatory Assessment
Requirements

A. Certain Acts and Executive Orders

This document proposes establishing
a temporary tolerance under FFDCA
section 408(d). EPA is proposing this
regulation in cooperation with
Wisconsin potato growers, University
extension specialists, and Zeneca Ag
Products, Inc. The Office of
Management and Budget (OMB) has
exempted these types of actions from
review under Executive Order 12866,
entitled ‘‘Regulatory Planning and
Review” (58 FR 51735, October 4, 1993).
This action does not contain any
information collections subject to OMB
approval under the Paperwork
Reduction Act (PRA), 44 U.S.C. 3501 et
seq., or impose any enforceable duty or
contain any unfunded mandate as
described under Title Il of the Unfunded
Mandates Reform Act of 1995 (UMRA)
(Pub. L. 104-4). Nor does it require any
special considerations as required by
Executive Order 12898, entitled
“Federal Actions to Address
Environmental Justice in Minority
Populations and Low-Income

Populations” (59 FR 7629, February 16,
1994), or require OMB review in
accordance with Executive Order 13045,
entitled ““Protection of Children from
Environmental Health Risks and Safety
Risks” (62 FR 19885, April 23, 1997).

Pursuant to the requirements of the
Regulatory Flexibility Act (Pub. L. 96-
354, 94 Stat. 1164, 5 U.S.C. 601-612),
the Agency previously assessed whether
establishing tolerances, exemptions
from tolerances, raising tolerance levels
or expanding exemptions might
adversely impact small entities and
concluded, as a generic matter, that
there is no adverse economic impact.
The factual basis for the Agency’s
generic certification for tolerance
actions published on May 4, 1981 (46
FR 24950), and was provided to the
Chief Counsel for Advocacy of the Small
Business Administration.

B. Executive Order 12875

Under Executive Order 12875,
“entitled Enhancing Intergovernmental
Partnerships (58 FR 58093, October 28,
1993), EPA may not issue a regulation
that is not required by statute and that
creates a mandate upon a State, local or
tribal government, unless the Federal
government provides the funds
necessary to pay the direct compliance
costs incurred by those governments. If
the mandate is unfunded, EPA must
provide to the Office of Management
and Budget (OMB) a description of the
extent of EPA’s prior consultation with
representatives of affected State, local
and Tribal governments, the nature of
their concerns, copies of any written
communications from the governments,
and a statement supporting the need to
issue the regulation. In addition,
Executive Order 12875 requires EPA to
develop an effective process permitting
elected officials and other
representatives of State, local and Tribal
governments ‘‘to provide meaningful
and timely input in the development of
regulatory proposals containing
significant unfunded mandates.”

Today’s proposed rule does not create
an unfunded Federal mandate on State,
local or Tribal governments. The
proposed rule does not impose any
enforceable duties on these entities.
Accordingly, the requirements of
section 1(a) of Executive Order 12875 do
not apply to this proposed rule.

C. Executive Order 13084

Under Executive Order 13084,
entitled “Consultation and Coordination
with Indian Tribal Governments™ (63 FR
27655, May 19, 1998), EPA may not
issue a regulation that is not required by
statute, that significantly or uniquely
affects the communities of Indian tribal
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governments, and that imposes
substantial direct compliance costs on
those communities, unless the Federal
government provides the funds
necessary to pay the direct compliance
costs incurred by the Tribal
governments. If the mandate is
unfunded, EPA must provide OMB, in
a separately identified section of the
preamble to the rule, a description of
the extent of EPA’s prior consultation
with representatives of affected Tribal
governments, a summary of the nature
of their concerns, and a statement
supporting the need to issue the
regulation. In addition, Executive Order
13084 requires EPA to develop an
effective process permitting elected and
other representatives of Indian tribal
governments “‘to provide meaningful
and timely input in the development of
regulatory policies on matters that
significantly or uniquely affect their
communities.”

Today’s proposed rule does not
significantly or uniquely affect the
communities of Indian tribal
governments. This action does not
involve or impose any requirements that
affect Indian Tribes. Accordingly, the
requirements of section 3(b) of
Executive Order 13084 do not apply to
this proposed rule.

List of Subjects in 40 CFR Part 180

Environmental protection,
Administrative practice and procedure,
Agricultural commodities, Pesticides
and pests, Feed additives, Food
additives, Reporting and recordkeeping
requirements.

Dated: September 2, 1998.
Stephen L. Johnson,
Acting Director, Office of Pesticide Programs.
Therefore, it is proposed that 40 CFR
chapter | be amended as follows:

PART 180—[AMENDED]

1. The authority citation for part 180
continues to read as follows:

Authority: 21 U.S.C. 346a and 371.

2. Section 180.507(a) is amended by
redesignating the existing text as
paragraph (a)(1) and adding paragraph
(2)(2) to read as follows:

§180.507 Azoxystrobin; tolerances for
residues.

@@ * * >

(2) Temporary tolerance. A tolerance
to expire on September 13, 1999 is
established for the combined residues of
azoxystrobin [methyl (E)-2-{2-[6-(2-
cyanophenoxy)pyrimidin-4-
yloxy]phenyl}-3-methoxyacrylate)] and
its Z isomer in or on potatoes at 0.03
parts per million (ppm) .

* * * * *

[FR Doc. 98-24338 Filed 9-10-98; 8:45 am]
BILLING CODE 6560-50-F

DEPARTMENT OF COMMERCE

National Oceanic and Atmospheric
Administration

50 CFR Part 229

[Docket No. 970129015-8157-07; I.D.
042597B]

RIN 0648-A184

Taking of Marine Mammals Incidental
to Commercial Fishing Operations;
Harbor Porpoise Take Reduction Plan
Regulations

AGENCY: National Marine Fisheries
Service (NMFS), National Oceanic and
Atmospheric Administration (NOAA),
Commerce.

ACTION: Proposed rule; notice of
availability of proposed take reduction
plan.

SUMMARY: NMFS announces the
availability of a proposed harbor
porpoise take reduction plan (HPTRP) to
reduce the bycatch of harbor porpoise
(Phocoena phocoena) in gillnet fisheries
throughout the stock’s U.S. range.
NMPFS also proposes regulations to
implement the HPTRP. The proposed
plan, including a discussion of the
recommendations of the Gulf of Maine
Take Reduction Team (GOMTRT) and
the Mid-Atlantic Take Reduction Team
(MATRT), is contained in the HPTRP/
Environmental Assessment/Initial
Regulatory Flexibility Analysis (HPTRP/
EA/IRFA), available upon request (see
addresses below). Changes to the
recommendations of the GOMTRT and
the MATRT are described within this
document. This action replaces the
proposed rule issued on August 13,
1997 (62 FR 43302).

The potential biological removal
(PBR) level for Gulf of Maine harbor
porpoise throughout their range is 483
animals (62 FR 3005, January 21, 1997).
The incidental bycatch of harbor
porpoise in the Gulf of Maine (GOM)
and Mid-Atlantic gillnet fisheries
exceeds the PBR level. The proposed
HPTRP would use a wide range of
management measures to reduce the
bycatch and mortality of harbor
porpoise. In the GOM, the HPTRP
proposes time and area closures and
time/area periods during which pinger
use would be required in the Northeast,
Mid-coast, Massachusetts Bay, Cape Cod
South and Offshore Closure Areas. In
the Mid-Atlantic area, the HPTRP

proposes time/area closures and
modifications to gear characteristics,
including floatline length, twine size, tie
downs, and number of nets, in the large
mesh and small mesh fisheries. NMFS
seeks comment on the proposed
HPTRP/EA/IRFA, and the proposed
regulations to implement the plan.
DATES: Comments due October 13, 1998.
ADDRESSES: Copies of the draft plan
prepared by the GOMTRT, the final
report from the MATRT and the HPTRP/
EA/IRFA may be obtained from Donna
Wieting, Office of Protected Resources,
National Marine Fisheries Service, 1315
East-West Highway, Silver Spring, MD
20910-3226.

FOR FURTHER INFORMATION CONTACT:
Donna Wieting, NMFS, 301-713-2322
or Laurie Allen, NMFS, Northeast
Region, 978-281-9291.

SUPPLEMENTARY INFORMATION: The 1994
amendments to the Marine Mammal
Protection Act (MMPA) require the
preparation and implementation of
TRPs for strategic marine mammal
stocks that interact with Category | or Il
fisheries. A Category | fishery is a
fishery that has frequent incidental
mortality and serious injury of marine
mammals. A Category Il fishery is a
fishery that has occasional incidental
mortality and serious injury of marine
mammals. A Category Il fishery is a
fishery that has a remote likelihood of
causing incidental mortality or serious
injury of marine mammals.

This proposed rule addresses
preparation and implementation of a
take reduction plan (TRP) for harbor
porpoise, a strategic marine mammal
stock, that interacts with the NE
multispecies gillnet fishery and with the
Mid-Atlantic coastal gillnet fisheries.
The 1996 Stock Assessment Report
(SAR) (Waring et al., 1997) states that
harbor porpoise bycatch has been
observed by the NMFS Sea Sampling
program in the following fisheries: (1)
the Northeast (NE) multispecies sink
gillnet, (2) the mid-Atlantic coastal
gillnet, (3) the Atlantic drift gillnet, (4)
the North Atlantic bottom trawl
fisheries, and (5) the Canadian Bay of
Fundy sink gillnet fishery. The fisheries
of greatest concern, and the subject of
this TRP, are the NE multispecies sink
gillnet fishery (Category I), and the Mid-
Atlantic coastal gillnet fishery (Category
).

)The Atlantic drift gillnet fishery, a
Category | fishery, is being addressed by
the Atlantic Offshore Cetacean Take
Reduction Team (AOCTRT). The North
Atlantic bottom trawl fishery is a
Category Il fishery and is not the
subject of take reduction efforts at this
time. The Canadian sink gillnet fishery



Federal Register/Vol. 63, No. 176/Friday, September 11, 1998/Proposed Rules

48671

takes approximately 100 harbor
porpoise per year. This proposed rule is
expected to reduce harbor porpoise
bycatch below the PBR level, including
the 100 takes by the Canadian fishery.

The NE multispecies sink gillnet
fishery comprises the majority of the
overall multispecies gillnet activity in
New England. Harbor porpoise may,
however, interact with other gillnet
fisheries capable of capturing
multispecies. Additionally, new non-
sink gillnet fisheries could be
introduced into harbor porpoise
conservation areas. Therefore, this
proposed rule would apply to all
gillnets in New England capable of
catching NE multispecies.

Under the 1994 Amendments to the
MMPA, the short-term goal of a TRP is
to reduce, within 6 months of its
implementation, the mortality and
serious injury of strategic stock(s)
incidentally taken in the course of
commercial fishing operations to less
than the PBR level established for those
stock(s). The PBR level is the maximum
number of animals, not including
natural mortalities, that may be
annually removed from a marine
mammal stock without compromising
the ability of that stock to reach or
maintain its optimum population level.
The goal of this TRP is to bring the
combined incidental take of the GOM
harbor porpoise stock below the PBR
level for all U.S. fisheries that interact
with that stock.

NMFS convened the GOMTRT in
February 1996. The goal of the
GOMTRT was to develop a consensus
draft TRP to reduce the incidental take
of harbor porpoise in sink gillnets in the
GOM to the PBR level for that stock
within 6 months of the TRP’s
implementation. NMFS limited the
geographic scope of the 1996 team to
focus only on bycatch off New
England’s coast (Maine to Rhode
Island). The reason for this approach
was because the proportion of
incidental take in the NE multispecies
sink gillnet fishery constituted the
majority of the total fishery-related
mortality in the United States and
because of uncertainty about the extent
of fisheries interactions south of New
England. Data on the bycatch of harbor
porpoise in the Mid-Atlantic were not
available until 1996 due to low observer
effort prior to 1995 and the lag in
availability of appropriate effort data to
estimate bycatch. The GOMTRT
convened with the understanding that a
separate take reduction team would be
convened to address the harbor porpoise
bycatch problem in the Mid-Atlantic
(discussed here).

The GOMTRT included
representatives of the NE multispecies
sink gillnet fishery, NMFS, state marine
resource management agencies, the New
England Fishery Management Council
(NEFMC), environmental organizations,
and academic and scientific
organizations. The GOMTRT met five
times between February and July 1996
and submitted a consensus draft TRP
(the GOMTRP) to NMFS in August
1996.

Soon after the GOMTRT submitted a
draft TRP, the NEFMC enacted
Framework Adjustment 19 (61 FR
55774, October 29, 1996) to the NE
Multispecies Fishery Management Plan
(FMP) which changed the time and area
of the NE Multispecies FMP Mid-Coast
Closure Area within the GOM and
established an exemption to allow sink
gillnet vessels to fish the reopened area
when utilizing pingers on their nets.
Based on this action, NMFS modified
the draft TRP submitted by the
GOMTRT to be consistent with
Framework Adjustment 19 and, on
August 13, 1997, published a proposed
rule to implement a TRP for harbor
porpoise in the GOM (GOMTRP) (62 FR
43302, August 13, 1997).

NMFS convened the MATRT in
February 1997 to address the incidental
bycatch of harbor porpoise in Mid-
Atlantic gillnet fisheries (from New
York through North Carolina). The
MATRT included representatives of the
Mid-Atlantic coastal gillnet fisheries,
NMFS, state marine resource
management agencies, the Mid-Atlantic
Fishery Management Council, the
NEFMC, the Atlantic States Marine
Fisheries Commission (ASMFC),
environmental organizations, and
academic and scientific organizations.
The MATRT did not reach consensus on
all issues discussed. The MATRT
submitted a report to NMFS on August
25, 1997 which included both
consensus and Non-consensus
recommendations. NMFS has not
previously published a proposed rule to
implement a Mid-Atlantic Take
Reduction Plan (MATRP).

Harbor Porpoise Take Reduction Plan

This proposed rule would implement
the HPTRP for the GOM and Mid-
Atlantic geographic areas. This HPTRP
is based in large part on
recommendations in the draft GOMTRP
and the MATRT Report. This proposed
rule replaces the previous proposed rule
published to implement the GOMTRP
(62 FR 43302, August 13, 1997). The
GOMTRP proposed rule is being
replaced because three developments
have occurred since the publication of
that rule. First, new bycatch information

became available which indicated that
significant changes were needed in the
GOMTRP to achieve the PBR level for
harbor porpoise. NMFS reconvened the
GOMTRT on December 16 and 17, 1997,
to discuss this new information and to
provide additional comments to NMFS.
Secondly, Framework 25 to the NE
Multispecies FMP, published on March
31, 1998 (63 FR 15326), was
implemented on May 1, 1998; this
framework implements gillnet fishing
closures throughout the GOM to
conserve cod (Gadus morhua). Some of
these closures may indirectly provide
harbor porpoise conservation. Thirdly,
the MATRT submitted its report to
NMFS which presented new
information on the level of harbor
porpoise bycatch in the mid-Atlantic
region.

The combination of these actions led
NMFS to integrate the initially separate
plans into one comprehensive TRP.
Since the revised plan is substantially
different from the 1997 GOMTRP,
NMFS is replacing the 1997 proposed
rule with this proposed rule.

Stock Assessment

The range of the harbor porpoise
extends from the Bay of Fundy, Canada,
to the southern border of North
Carolina. The cumulative levels of
incidental mortality and serious injury
of harbor porpoise occurring in the New
England, Mid-Atlantic, and Canadian
gillnet fisheries exceed the PBR level for
this stock.

The PBR level for harbor porpoise is
483 animals per year. This is a strategic
stock because average annual fishery-
related mortality and serious injury
exceeds the PBR level. There are
insufficient data to determine
population trends for this species.
NMFS proposed listing the GOM harbor
porpoise as threatened under the
Endangered Species Act (58 FR 3108,
January 7, 1993), but no final action has
been taken on that proposal.

Incidental Takes by Fishery

The estimated total annual average
mortality from New England and Mid-
Atlantic gillnet fisheries is 2,040. This
estimate is based on a 5-year (1990—-
1995) average mortality estimate of
1,833 (Waring et al., 1997) for the GOM
and based on preliminary analysis of
1995 and 1996 data from the Mid-
Atlantic of 207 animals (Palka,
unpublished data).

The NE multispecies sink gillnet
fishery sets nets on the ocean bottom,
where they are fixed by anchors. These
nets are primarily used to catch
groundfish (cod, haddock, hake, pollock
and flounders), monkfish, and dogfish.
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The fishery primarily consists of small
vessels, (about 30-50 feet (10-17
meters) in length), that operate from
numerous ports throughout New
England. A vessel may fish between 40
and 200 nets, depending on target
species. Nets are usually approximately
300 feet (92 meters) long and are tied
together in strings of one to 30 nets.

The Mid-Atlantic coastal gillnet
fishery comprises several gillnet
fisheries, which operate from New York
to North Carolina. The mesh sizes range
from 2.5 to 12 inches (6.35 to 30.48 cm),
with the smallest mesh sizes used to
capture small fish, such as spot and
shad. Medium mesh sizes are used to
capture weakfish, striped bass, spiny
dogfish, and bluefish. The largest mesh
sizes are used for Atlantic sturgeon and
monkfish. Observer coverage of the Mid-
Atlantic coastal gillnet fishery was
initiated by the Northeast Fisheries
Science Center (NEFSC) Sea Sampling
Program in July 1993.

HPTRP: Gulf of Maine Component

The GOM portion of the HPTRP
would govern and pertain to all fishing
with sink gillnets and other gillnets
capable of catching multispecies, in the
inshore and offshore waters of New
England, from Maine through Rhode
Island, east of 72°30' W. longitude.

NMFS proposes a schedule of periods
and areas which would be closed to
multispecies gillnet fishing unless
pingers are employed in the prescribed
manner (Table 1). Some areas are total

fishery closures where no fishing is
allowed. In all closed areas, where
pingers are required, vessel operators
must complete training in pinger use
and have a valid pinger training
certificate on board the vessel.

TABLE 1.—GULF OF MAINE TIME/AREA
CLOSURES TO GILLNET FISHING AND
PERIODS DURING WHICH PINGER
USE WOULD BE REQUIRED

Northeast Area:
August 15-September 13—Closed.
Mid-Coast Area:
September 15-May 31—Closed, gillnet
with pingers allowed.
Massachusetts Bay Area:
February 1-28/29—Closed, gillnet with
pingers allowed.
March 1-31—Closed
April  1-May 31—Closed,
pingers allowed.
Cape Cod South Area:
September 15-February 28/29—Closed,
gillnet with pingers allowed.
March 1-31—Closed
April 1-30—Closed, gillnet with pingers al-
lowed.
Offshore Area:
September 15-May 31—Closed, gillnet
with pingers allowed.
Cashes Ledge Area:
February 1-28/29—Closed

gillnet  with

Discussion of the Gulf of Maine
Component

NMFS determined that the August 13,
1997, proposed rule (62 FR 43302)
would not adequately reduce harbor

porpoise bycatch in the GOM. The
results of the new GOM bycatch
estimates presented at the December 16—
17, 1997 GOMTRT meeting suggest that:
(1) bycatch reduction is being achieved
in the Mid-Coast and Northern Maine
closure areas; (2) bycatch in 1997 was
greater than in 1996 in the
Massachusetts Bay and the Cape Cod
South areas; (3) bycatch offshore was
noted in 1996 and 1997; however, it is
difficult to compare these data with
years prior to 1996, since the offshore
fishery had very little observer coverage
in those years; (4) although bycatch
reduction is occurring in specific areas
and times, the PBR level is not being
achieved overall; and (5) the August 13,
1997, proposed rule to implement the
GOMTRP is unlikely to achieve the PBR
level. Additionally, Framework 25 to
the NE Multispecies FMP has
significantly changed the management
measures that are implemented under
the Magnuson-Stevens Fishery
Conservation and Management Act
(Magnuson-Stevens Act) to protect GOM
cod. Existing closures for marine
mammals (which were a key part of the
GOMTRP) and Framework 25 closure
periods partially overlap and result in a
very complex system of closures (see
Figure 1).

BILLING CODE 3510-22-P



Federal Register/Vol. 63, No. 176/Friday, September 11, 1998/Proposed Rules 48673

68°

. . . i

L L L .
Y T T =T

. 5 .
AR E N I g T L B—

20 AL

s

Inshore
Closure 152 = o

Area iV te 1
June 1-830 !

Western
| GOM
Area Closure

440l

Northeast
Aug 15 -
Sept 13

! Inshore

1 Closure

’ Area lll
May 1-31

Mid-Coast
pingers Sept 15 -
May 31

Inshore
{ Closure
Arealll

Massachusetts Bay
T Mar 1 -Mar 31

pingers Feb 1 - May 31 Cape Cod Bay

\ v
420 - £ s e Critical Habitat \ 4
Closure Area
Jan1 - B
ay 1 \\ \
\ \ Qﬁfvhore 1
\ \\\ pingers Sept 15 -
\\\‘ \\V‘ > May 31 |
\ \\& Great South 1
\ 1~ Channel Critical
Habitat Closure 1
Area
jprile Closed <
June 30
\\CIM | Aeall som_—4
0Se

Areal

Nantucket Lightship
Closed Area

+

Chart of closures under the Gulf of Maine component of the proposed Harbor Porpoise Take Reduction Plan and
closures under the Northeast Multispecies Fishery Managment Plan (FMP). Areas on the chart delineated by bold, linear
outline with labels in regular type correspond to NE Multispecies FMP; labels in italic type identify shaded areas

of proposed harbor porpoise measures.

Figure 1.

BILLING CODE 3510-22-C
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Figure 1 illustrates the change the
“rolling closure” for cod conservation
makes to current marine mammal
closure boundaries and times in the
GOM. The entire old Massachusetts Bay
and Mid-Coast Closure Areas would be
divided into four approximately even
areas.

The Massachusetts Bay Closure Area
would not change on the northern
boundary but would be larger to the
east; it would still be closed March 1-
31. The Mid-Coast Closure Area would
then be closed completely in relatively
equal sections, Inshore Closure Area Il
(April), Inshore Closure Area Il (May),
and Inshore Closure Area IV (June).
Previously, the entire shaded area
labeled ““Mid-Coast”” was closed May
10-30 for NE Multispecies FMP
concerns and March 25-April 25 for
harbor porpoise conservation. Under
this proposed rule, the boundary of the
Mid-Coast Closure Area would not
change, with the exception of a small
area just east of Inshore Closure Area lll,
but pingers would be allowed.

The Inshore Area closures provide
some protection for harbor porpoise in
Avreas Il and II1; however, the closure in
Area IV is relatively insignificant for
reducing bycatch of harbor porpoise due
to the timing of the measures. A year
round closure of parts of Jeffreys Ledge
and Stellwagen Bank (Western GOM
area closure) has been added by
Framework 25 to the NE Multispecies
FMP and it also provides protection for
harbor porpoise. The northeast closure
area remains unchanged for either
purpose.

Overall, NMFS expects that these
proposed HPTRP implementing
regulations would reduce harbor
porpoise bycatch from the current level
of approximately 1,833 animals per year
in the Gulf of Maine area to 309 animals
per year.

HPTRP: Mid-Atlantic Component

The Mid-Atlantic portion of the
HPTRP would govern and pertain to all
fishing with gillnets in the inshore and
offshore waters of the Mid-Atlantic west

of 72°30' W. longitude to the Mid-
Atlantic shoreline from NY to NC, with
exemptions inshore of the first bridge
over embayments and other similar
areas as specified by the proposed
regulations.

Tables 2 and 3 set forth management
measures for large mesh and small mesh
gillnet fisheries in the Mid-Atlantic.
Separate gear requirements are specified
for large mesh (7 inches (17.78cm) to 18
inches (45.72cm)) and small mesh gear
(less than 7 inches (17.78 cm)). There
remain some areas that are total closures
where no fishing is allowed at all. The
effective period for the Mid-Atlantic
Component of the HPTRP is:

¢ New Jersey waters, and U.S. waters
off New Jersey out to 72°30" W.
longitude offshore—January 1 through
April 30

e Southern Mid-Atlantic (MD, DE,
VA, NC) and U.S. waters off the
southern Mid-Atlantic out to 72°30" W.
longitude offshore—February 1 through
April 30.

TABLE 2.—MANAGEMENT MEASURES FOR THE LARGE MESH GILLNET FISHERY 1 IN THE MID-ATLANTIC

Floatline Length:

New Jersey Mudhole ...........ccccccveevvvrennnnn.

New Jersey Waters (excluding Mudhole)

Southern Mid-Atlantic
Twine Size:

All Mid-Atlantic Waters
Tie Downs:

All Mid-Atlantic Waters
Net Cap:

All Mid-Atlantic Waters
Time/Area Closures:

New Jersey waters out to 72°30' W. longitude

offshore (including the Mudhole).

New Jersey Mudhole ...........ccccccveevvvrennnnn.
Southern Mid-Atlantic waters (MD, DE, VA, NC)

out to 72°30" W. longitude offshore.

Required.

Closed from April 1-April 20.

Closed from February 15—-March 15.
Closed from February 15-March 15.

Less than or equal to 3,900 ft (1188.7 m).
Less than or equal to 4,800 ft (1463.0 m).
Less than or equal to 3,900 feet (1188.7 m).

80 nets 2 (nets are 300 ft (91.4 m) long).

Greater than or equal to .90 mm (.035 inches).

1includes gillnet with mesh size of 7 inches (17.78cm) to 18 inches (45.72cm).
2Requires all nets to be tagged by January 01, 2000.

TABLE 3.—MANAGEMENT MEASURES FOR THE SMALL MESH GILLNET FISHERY 3 IN THE MID-ATLANTIC

Floatline Length:

New Jersey waters—less than or equal to 3,000 feet (914.4 m) Southern Mid-Atlantic waters—Iless than or equal to 2,118 feet (645.6 m).
Twine Size (applies only to mesh sizes greater than 4 inches (10.2 cm)): greater than or equal to .81 mm (.091 inches) in all Mid-Atlantic wa-

ters.

Net Cap: 45 nets4 (nets are 300 feet (91.4 m) long) in all Mid-Atlantic waters.
Time/Area Closures: New Jersey Mudhole Closed from February 15—March 15.

3Includes gillnet with mesh size of less than 7 inches (17.78cm).
4Requires all nets to be tagged by January 01, 2000.

The New Jersey Mudhole is defined as
an area bounded as follows: from the
point 40°30" N. latitude where it
intersects with the shoreline of New
Jersey east to its intersection with 73°20'
W. longitude, then south to its
intersection with 40°05' N. latitude,
then west to its intersection with the
shoreline of New Jersey.

Discussion of the Mid-Atlantic
Component

The Mid-Atlantic portion of the plan
divides gillnet activity into large and
small mesh categories and requires gear
modifications for those mesh categories
based on observer data. Observer data
showed patterns or trends where
reduced bycatch might be achieved if

certain combinations of gear
characteristics were used. The gear
characteristics that demonstrated the
most potential for bycatch reduction in
the large mesh and small mesh fisheries
were floatline length, twine size, tie
downs and soak time. There are no
proposed measures to reduce soak time
because this measure is very difficult to
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enforce. Since NMFS believes that the
combination of gear modifications and
time/area closures will achieve the PBR
goal, soak time is not proposed as a
management measure.

None of the gear characteristics alone
were strongly correlated with reduced
bycatch, therefore a number of measures
were combined to achieve the bycatch
reduction goal. Since these measures
would be ineffective if effort increases,
a net cap or net limit is proposed to
keep effort at current levels.

Additionally, the proposed rule sets
forth a schedule of fishery closures in
areas and at times most closely linked
with high harbor porpoise bycatch
based on the observer data. NMFS
agreed with the MATRT that closures
were essential to achieving the PBR
level given that the correlation between
gear modifications and specific levels of
reduced bycatch is not clear.

The small mesh and large mesh
categories are specifically designed to
exclude both the large mesh pelagic
fishery for swordfish, tuna, and shark
(greater than 18 inches (45.7 cm)) and,
for some gear modifications, the very
small mesh gear that is commonly used
close to shore (less than 4 inches (10.16
cm)). The gear modifications include
twine size specifications, net caps,
floatline length limits, tie-down
specifications and net panel length
limits. The large mesh pelagic drift
gillnet fishery (Category | fishery) is not
addressed in this rule because it is being
addressed by the AOCTRT. The inshore
fishery, which would include very small
mesh, is not subject to this rule because
observer data is inadequate at this time
to determine the expected take in the
inshore fishery. The proposed rule
would completely close the large mesh
gillnet fishery for three periods and the
small mesh gillnet fishery for one
period. The proposed TRP would
prohibit tie-downs in the small mesh
gillnet category to prevent fishers from
effectively fishing for certain species,
e.g., monkfish, using smaller mesh
during the closed period for large mesh.
This measure is expected to avoid the
potential for effort shifts.

This component of the plan differs
from the GOM component because
rather than using a series of time and
areas closed to fishing and times and
areas where acoustic deterrents are
required, the Mid-Atlantic portion
requires a suite of gear modifications.
The distinction in management
measures between the two regions is
appropriate in this case for a number of
reasons. The regions differ markedly in
stages of development with regard to
harbor porpoise conservation. Whereas
the GOMTRT has been meeting and

proposing various bycatch reduction
measures for the GOM for many years,
the MATRT has only met in the last two
years. The GOMTRT proposed a number
of measures initially which did not
include mandated pinger use prior to
the current recommendation. Based on
new information, those measures were
determined to be unsuccessful in
achieving the PBR level. With regard to
the use of pingers as an appropriate
management measure in the GOM, no
data exist to support other options,
except for total closure to sink gillnet
fishing. In the Mid-Atlantic, data
indicated other options in the form of
gear modifications that might be
successful in reducing bycatch without
some of the uncertainties surrounding
widespread pinger use.

For the Mid-Atlantic area, the HPTRP
would institute the first set of
management measures to reduce harbor
porpoise bycatch in that region. Since a
number of options are available which
may be successful, NMFS would
implement non-acoustic measures
before proposing pinger testing.
Additionally, the MATRT did not fully
support a pinger experiment in the Mid-
Atlantic area at this time. The gear
modifications and time/area closures
recommended by the MATRT and
proposed in this proposed rule are
expected to be sufficient to reduce the
incidental mortality of harbor porpoise
from approximately 207 animals per
year to less than 50 animals per year in
the Mid-Atlantic area. Non-Regulatory
Components of the HPTRP

In addition to recommending
regulatory measures, both the GOMTRT
and the MATRT recommended certain
non-regulatory measures. The GOMTRT
provided specific recommendations at
the December 1997 meeting upon which
its acceptance of more widespread
pinger use and closures was contingent.
These recommendations included the
need for: (1) an assessment of pingers on
habituation and displacement of harbor
porpoise, and long term ecosystem
impacts, (2) a census of the gillnet fleet,
(3) investigation of funding for pinger
technology development and purchase,
(4) development and implementation of
a training and certification program for
fishers that will use pingers, and (5)
additional analytical support for NMFS
to ensure the progress of the plan’s
effectiveness can be adequately
monitored. These components are part
of the proposed HPTRP. A specific
discussion of these recommendations
and NMFS” response to the
recommendations are contained in the
HPTRP/EA/IRFA. The following
summarizes NMFS efforts to address the
concerns raised by the GOMTRT:

(1) A study to evaluate the habituation
and displacement question is already
funded and underway. As part of the
HPTRP, NMFS is developing a research
plan to assess long-term ecosystem
impacts from widespread use of pingers.

(2) As part of monitoring strategy for
the HPTRP, NMFS is working with the
ASMFC on the Atlantic Coastal
Cooperative Statistics Program (ACCSP)
in order to provide managers with more
timely bycatch and fisheries information
on the Atlantic Coast. Meanwhile,
NMFS is continuing to look for ways to
improve data collection efforts within
the current system.

(3) NMFS is investigating options for
providing support to fishers for pinger
technology.

(4) The proposed rule would require
all fishers who wish to use pingers in
the closed areas to attend training and
obtain certification. This certification
program would not only provide
training in technical aspects of pinger
use, but also provide information on the
bycatch problem and the need for
fishers to use pinger technology
properly to meet bycatch reduction
objectives. NMFS is investigating the
best method of delivering this program
to fishers.

(5) NMFS will consider the
GOMTRT’s recommendation for
analytical resources during normal
funding and staffing allocation
discussions in light of other agency
responsibilities.

The MATRT made several
recommendations that were considered
important in achieving the long-term
goals for bycatch reduction in the Mid-
Atlantic. The non-regulatory measures
recommended by the team primarily
focus on NMFS’ long-term research,
monitoring, and management objectives.

The MATRT recommended that
NMFS obtain a characterization of
winter coastal gillnet and small boat
fisheries and to designate observer
coverage accordingly.

NMFS has proposed to expand its
observer coverage of the Mid-Atlantic
fisheries in 1998 to obtain a better
characterization of other coastal
fisheries to ensure observer coverage is
representative of actual fishing effort.

The MATRT recommended that an
outreach program be conducted to
inform fishers of both new and existing
regulations regarding incidental takes in
their fisheries. The MATRT believes
that these educational efforts should, if
possible, be specifically directed toward
those fishers using the fishing gear and/
or practices that have higher levels of
harbor porpoise bycatch.

NMFS agrees. The HPTRP provides
for voluntary skipper education
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workshops. Additionally, NMFS plans
to prepare educational materials which
will describe the take reduction process
and explain the key components of the
MATRP and its accompanying
regulations. NMFS will ensure that
these educational materials are widely
distributed throughout the fishery.

The MATRT recommended several
measures to enhance the effectiveness of
NMFS’ observer program, including
expanding marine mammal observer
coverage to include all areas covered by
the MATRT, increased observer
coverage in small mesh fisheries and
better coordination between the
activities of the stranding and observer
programs to allow shifts of observer
coverage in response to stranding
information.

NMFS is planning to expand observer
coverage to ensure that all components
of the fishery are observed. Due to
limited resources, NMFS will not be
able to increase observer coverage in
areas of the fishery that are already
being observed at some level.
Additionally, NMFS is expanding
stranding observer coverage to allow for
responsiveness to observed strandings.

To provide the necessary coordination
between the teams and consistency
across the regions, NMFS, at the
recommendation of the GOMTRT,
included several members of the
GOMTRT on the MATRT. NMFS will
strive to ensure that data on bycatch and
effort in both areas will be shared with
both teams.

NMFS’ long-term goal is to combine
the GOMTRT and the MATRT to allow
for the development of comprehensive
strategies to reduce harbor porpoise
bycatch on the east coast. Team
Recommendations and NMFS”’
Proposed Changes

Gulf of Maine Component

The GOMTRT developed a
comprehensive approach to the problem
and included: (1) a core management
plan that consisted of a schedule of
time/area closures and periods when
pingers would be required for each of
the established management areas, (2)
an implementation plan, and (3) a series
of recommendations regarding data
collection and analysis (details
regarding these elements can be found
in 62 FR 43302, August 13, 1997, and
is incorporated by reference).

The August 13, 1997 proposed rule
(62 FR 43302) would have implemented
a schedule of time/area closures and
periods during which pingers would be
required for each of the established sink
gillnet management areas. The proposed
regulations included a comprehensive
approach based on the GOMTRT’s draft

plan and on the measures implemented
by the NEFMC as discussed above. The
proposed GOMTRP regulations
maintained the comprehensive
approach recommended by the
GOMTRT. Comments on the proposed
rule are addressed in this document.

Following is a discussion of the area-
by-area management recommendations
and data and the explanations for why
NMFS is proposing to retain some
provisions as recommended by the
GOMTRT at its December 16 and 17,
1997 meeting, and why some changes to
the GOMTRT’s recommendations are
being proposed.

Northeast Area

Currently, the Northeast Area is
closed to sink gillnet fishing from
August 15 through September 13 of each
year. This closure remains in effect
under Framework 25 to the NE
Multispecies FMP so no further
management measures (pingers) are
being considered at this time. This
measure was considered sufficient by
the GOMTRT and NMFS, and represents
no change from the proposed rule
issued on August 13, 1997.

Mid-Coast Area

Since Framework 4 to the NE
Multispecies FMP (59 FR 26972, May
25, 1994) went into effect, the Mid-Coast
Area has been closed to fishing with
sink gillnets from March 25 to April 25
of each year (this first took effect in
1995). In the past, the Mid-Coast Area
has been closed from September 15
through the end of the year. In 1995,
sink gillnet fishers were allowed to
operate in the area with no restrictions
from September 15 through October 31,
and were allowed to participate in an
experimental fishery in certain parts of
the area in November and December,
provided they used pingers in
accordance with NMFS specifications.
In 1996, gillnetters were also allowed to
participate in an experimental fishery
from September 15 to October 31, and
Framework Adjustment 19 to the
NEFMP authorized sink gillnet fishing
with pingers in the area for the months
of November and December. Framework
Adjustment 19 also closed a portion of
the Mid-Coast Area known as Jeffreys
Ledge Closure Area from May 1-May 31
in 1997.

While the HPTRP does not include a
complete closure in the Mid-Coast Area,
Framework 25 to the NE Multispecies
FMP provides three, month-long
closures in different parts of the Mid-
Coast Area (previously described). The
months of April and May had
significant harbor porpoise bycatch in
1994-1996 and therefore, the

Framework 25 closure is expected to
reduce harbor porpoise bycatch, but it is
not clear to what extent. The
requirement for pingers in March will
reduce the likelihood that significant
takes would occur because of effort
shifts back into that month. The
Western GOM Area Closure (includes
portions of Jeffreys Ledge and
Stellwagen Bank) is being implemented
as a year-round closure under
Framework 25 to the NE Multispecies
FMP. This overlaps the eastern edge of
the current Mid-Coast closure.

The GOMTRT agreed that pingers
were likely to reduce harbor porpoise
bycatch by 90 percent during the fall in
the Mid-Coast area. This plan assumes
80 percent effectiveness which would
allow for some uncertainty in spring.

Massachusetts Bay

Currently, Massachusetts Bay is
closed to fishing with sink gillnets
during the month of March. This is the
time of year during which most known
takes in the region were recorded. This
measure is considered sufficient by the
GOMTRT and NMFS and is consistent
with Framework 25 to the NE
Multispecies FMP. When combined
with the pinger measure described here,
no change in the closures for this area
appears warranted.

In March 1996, NMFS authorized
fishers to operate in Massachusetts Bay
as part of an experimental fishery,
provided they used pingers in
accordance with NMFS’s instructions.
The GOMTRT was uncertain that
pingers would significantly reduce the
take of harbor porpoises during the
spring in Massachusetts Bay. The
GOMTRT agreed, however, to assume
that pingers might reduce the take of
harbor porpoises by 50 percent during
the spring, and it recommended that
pingers be required during February,
April, and May. Again, NMFS is
reluctant to assume percentages
contradictory to the results of controlled
scientific experiments and is proposing
to assume 80 percent for the first year
of plan implementation. Refer to the
section on acoustic deterrent devices for
further explanation.

Closures during these months would
decrease fishing opportunity
significantly, with relatively little
additional reduction in bycatch of
harbor porpoises. Because March is the
month with the highest risk of
entanglement, the Team recommended
that March be closed to sink gillnet
fishing. April bycatch in 1996 was high
for this area, possibly a result of shifted
effort from March to April, or
differences in harbor porpoise
abundance and distribution. The goal of
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the HPTRP is to reduce the bycatch
resulting from such effects by requiring
pingers on the months on either side of
the complete closure.

Cape Cod South Closure Area

The possibility that harbor porpoise
may be entangled in sink gillnets
operating just south of Cape Cod has
only recently been documented.
Observer coverage of sink gillnet trips in
this area began in 1992.

Currently, the Cape Cod South
Closure Area is closed to fishing with
sink gillnets during the month of March.
Up until 1996, most known takes in the
region occurred during this month. The
current closures are considered
sufficient by the GOMTRT and NMFS,
and no change in the complete closures
for this area is warranted. Given the
relatively low level of bycatch during
these months, the Team believed that
the use of pingers to minimize bycatch
would be sufficient.

Offshore Closure Area

Observer coverage in the offshore
closure area was limited until 1996, and
harbor porpoise takes that year were
very high, estimated at 258 in the winter
(mostly February) and 45 in the fall
(September—December). This raised
significant concerns at the GOMTRT
meeting in December 1997 and offset
some of the expected positive effects of
many of the other harbor porpoise
measures at reducing the overall
bycatch estimate from 1995 (total
bycatch in GOM was approximately
1400 in 1995 and 1500 in 1996). In
1997, there were observed takes in
January and May, again demonstrating
the variable nature of these interactions.

Consequently, a complete closure in
this area was discussed by the GOMTRT
in December 1997, with a closure
requiring pingers in the months adjacent
to that closure to address the possible
shifts in bycatch. Since 71 percent of the
bycatch occurred in the Cashes Ledge
Area during February in 1996, complete
closure of this area was a logical choice,
with pinger use required in the larger
offshore area from September through
May.

Mid-Atlantic Component

The MATRT draft report
recommended modifications of those
gear characteristics and fishing activities
that appeared to be most closely linked
with higher harbor porpoise bycatch.
The intent of the MATRT was to focus
management measures on those
fisheries that appeared most responsible
for higher bycatch. In the Mid-Atlantic,
those fisheries are the monkfish and
dogfish fisheries. Based on observer
data, the draft report also recommended
a schedule of fishery closures in areas
and at times most closely linked with
high harbor porpoise.

The MATRT’s report reflected the
results of the data analysis, indicating
that nets with finer twine size and
longer floatline lengths were correlated
with more cetacean interactions than
were nets with larger twine sizes and
shorter nets. The MATRT recommended
that, in observed areas of high bycatch,
decreasing the total length of nets and
increasing the twine size in fisheries
operating in those areas at critical times
might reduce the number of
interactions.

The MATRT determined the time
frame for effectiveness of the

management measures based on when
and where harbor porpoise takes have
been observed to occur. Harbor porpoise
takes were observed between January
and April from New Jersey to North
Carolina, although January takes were
only observed in New Jersey. The month
with the highest bycatch was March,
followed by January. Areas with highest
bycatch were in New Jersey waters and,
particularly for the monkfish subfishery,
in the area off New Jersey called the
Mudhole.

The MATRT recommended that a
number of management measures be
combined to achieve bycatch reduction
below the PBR level because none of the
gear characteristics alone were strongly
correlated with reduced bycatch. Since
these measures would be ineffective if
effort increased, the MATRT
recommended a net cap or net limit to
keep effort at current levels. The net cap
was set at the current average of 80 nets
for monkfish and 45 nets for dogfish.
Additionally, because of the uncertainty
inherent in the data analysis, the
MATRT recommended the use of time
and area closures during times and
within areas of highest bycatch.

Specifically, the MATRT report
recommended the following gear
modifications and time/area closures for
the monkfish and dogfish fisheries
(Tables 4 and 5): Effective period for
both Tables.

« New Jersey waters, and U.S. waters
off New Jersey out to 200 miles—
January 1 through April 30.

¢ Southern Mid-Atlantic (MD, DE,
VA, NC) and U.S. waters off the
southern Mid-Atlantic out to 200
miles—February 1 through April 30.

TABLE 4.—MANAGEMENT MEASURES FOR THE MONKFISH FISHERY, AS RECOMMENDED BY THE MATRT IN ITS REPORT TO

NMFS

Floatline Length:

New Jersey Mudhole: Less than or equal to 3,900 ft (1188.7 m) New Jersey Waters (excluding Mudhole): Less than or equal to 4,800 ft

(1463.0 m).

Southern Mid-Atlantic: Less than or equal to 3,900 ft (1188.7 m).

Twine Size:

All Mid-Atlantic Waters: Greater than or equal to .90 mm (.35 inches).

Mesh Size:

All Mid-Atlantic Waters: 12 inches (3.1 cm).

Tie Downs:
All Mid-Atlantic Waters: Required.
Net Cap:

All Mid-Atlantic Waters: 80 nets (nets are 300 ft (91.4 m) long).

Time/Area Closures:

New Jersey waters and 200 nm (370.4 km) offshore (including the Mudhole): Closed from February 15—March 15.
Southern Mid-Atlantic (MD, DE, VA, NC) waters and 200 nm (370.4 km) offshore: Closed for a block of 20 days between February and

April.2

1The specific timing of the southern Mid-Atlantic 20-day closure would be determined by individual fishers.
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TABLE 5.—MANAGEMENT MEASURES FOR THE DOGFISH FISHERY, AS RECOMMENDED BY THE MATRT IN ITS REPORT TO

NMFS

Floatline Length:

New Jersey waters: Less than or equal to 3,000 feet (914.4 m) Southern Mid-Atlantic waters: Less than or equal to 2,118 feet (645.6 m).

Twine Size:

All Mid-Atlantic Waters: Greater than or equal to .81 mm (.32 inches).

Mesh Size:

All Mid-Atlantic Waters: Less than or equal to 6.5 inches (1.7 cm).

Net Cap:

All Mid-Atlantic waters:2 45 nets.
Time/area Closures:

None.

2Nets are 300 feet long.

The Mid-Atlantic component of the
HPTRP follows the MATRT’s
recommendations, except as discussed
below. The non-consensus portions of
the MATRT’s report are discussed in the
HPTRP/EA/IRFA. NMFS concurs with
the MATRT’s determination that the
proposed management measures be
effective from January 1 through April
30 in waters off New Jersey and from
February 1 to April 30 in the southern
Mid-Atlantic waters. The difference in
effective dates between New Jersey and
the southern Mid-Atlantic is based on
the difference in observed harbor
porpoise takes between those areas.
There were no observed takes of harbor
porpoise between July and December
throughout the Mid-Atlantic because
there is little evidence that harbor
porpoise are present in the Mid-Atlantic
during the summer, fall, and winter
months.

The proposed HPTRP varies from the
recommendations of the MATRT
because the HPTRP proposes extending
jurisdiction from the seaward edge of
the coast to 72°30' W. longitude offshore
instead of 200 miles offshore.

The proposed HPTRP differs from the
MATRT’s recommendations with regard
to basing management measures on
subfisheries. The Mid-Atlantic coastal
gillnet fishery consists of both local
Mid-Atlantic vessels and New England
vessels that fish in Mid-Atlantic waters
during the winter months. The New
England vessels fishing in the Mid-
Atlantic region use a finer-twine gear
type and more nets than the local Mid-
Atlantic vessels.

Current data indicate that the fine-
twine gear used by New England vessels
is associated with a higher level of
harbor porpoise bycatch than the gear
used by local fishers. As a result, the
MATRT’s Report was based on bycatch
reduction options that reinforced or
were based on the fishing practices used
by local Mid-Atlantic fishers. The intent
of the MATRT was to address those
fisheries that appeared to be correlated
with higher bycatch.

The MATRT recommended
management measures specific to the
two predominant coastal gillnet
fisheries, i.e., the monkfish and dogfish
fisheries. NMFS proposes management
measures specific to large and small
mesh size fisheries. This approach
should not change the effectiveness of
the management measures in achieving
the PBR level because the mesh size
categories are consistent with the mesh
size categories of the dogfish (small
mesh) and monkfish (large mesh)
fisheries. The major benefits of this
modification is to make the provisions
of this action more enforceable.

Given the considerable assumptions
inherent in the bycatch analysis by
subfishery, NMFS determined that
regulatory measures should not be based
on subfisheries, as the MATRT
intended. Rather, the regulatory
measures should be based on the
characteristic(s) that appear most related
to harbor porpoise bycatch, regardless of
which subfishery employs such gear
characteristics. It is the nature of the
gear and how that gear is employed,
rather than the target species, that
determines whether harbor porpoise are
entangled. In addition, basing regulatory
measures on the dogfish and monkfish
subfisheries would be very difficult to
enforce, since the definition and
prosecution of those fisheries differs
greatly among fishermen and no FMP or
permit system is currently in place
under the Magnuson-Stevens Act for
either fishery. Likewise, defining
“directed fishing” for these species and
imposing bycatch restrictions would be
difficult to administer and enforce.

In this case, twine size and floatline
length appear to be the predominant
gear characteristics that are correlated
with harbor porpoise bycatch in the
Mid-Atlantic. NMFS has partitioned the
regulatory measures according to large
and small mesh categories. The large
mesh category, defined as mesh of 7
inches (17.78 cm) to 18 inches (45.72
cm), includes the monkfish subfishery;
the small mesh category, defined as

mesh size less than 7 inches (17.78 cm),
includes the dogfish fishery.

Given the models used in the
subfishery bycatch analysis, and with
the same assumptions that were used in
the subfishery bycatch analysis (with
the exception of the assumption that the
only subfisheries that could potentially
ever catch harbor porpoise are the
dogfish and monkfish subfisheries), the
predicted effect of using the
recommended gear characteristics based
on large mesh and small mesh gillnet
categories instead of dogfish and
monkfish subfisheries is still expected
to result in a 79 percent or greater
reduction in harbor porpoise bycatch in
the Mid-Atlantic.

The proposed HPTRP differs from the
MATRT’s recommendations with regard
to the timing of area closures. For the
large mesh fishery (the monkfish
fishery), the MATRT recommended
New Jersey waters, including the
Mudhole be closed from February 15
through March 15. NMFS proposes that
the February 15 through March 15
closure apply only to vessels fishing in
the Mudhole. Data indicate high bycatch
in the rest of New Jersey in April,
therefore NMFS proposes a closure in
the rest of New Jersey from April 1
through April 20. The MATRT also
recommended that the southern Mid-
Atlantic be closed for a block of 20 days
between February and April, the timing
of the closure to be determined by the
individual fishers. Such a closure would
be very difficult to enforce, therefore
NMFS proposes a set closure from
February 15 through March 15 in the
southern Mid-Atlantic. The timing of
this closure is consistent with the
timing of high harbor porpoise bycatch
and is consistent with the timeframe
envisioned by the MATRT.

For the small mesh fishery (the
dogfish fishery), the MATRT
recommended no time and area
closures. Closures may not be necessary
for most of the small mesh fishery,
except in the Mudhole. The majority of
the takes in the northern area are from
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vessels landing in New Jersey from
February through April and the fishing
activity in the is particularly high
during the February through March time
period. The level of effort for both the
small mesh and large mesh fisheries are
very high in the Mudhole, therefore
NMFS proposes a one month closure
from February 15 through March 15 in
the Mudhole for the small mesh fishery
consistent with the one month closure
for the large mesh fishery. Data on
Acoustic Deterrent Devices and
Implications for TRP Bycatch Reduction

NMPFS, the fishing community, and
the NEFMC have been exploring the
potential of mitigating incidental
bycatch of harbor porpoise in gillnets by
using active acoustic alarms to warn
harbor porpoise of the presence of a
gillnet. These devices have shown
promise as a bycatch reduction measure
with varying success rates in both
controlled scientific experimentation
and experimental fisheries. However,
scientists note that the results of these
experiments should be cautiously
applied when evaluating the success or
failure of bycatch reduction in very
different geographic areas or during
other times than those investigated
within the experiment. Harbor porpoise
may respond differently seasonally,
between geographic areas, or with
differing oceanographic conditions.

In the fall of 1994, NMFS authorized
and provided support for a cooperative
scientific experiment by New England
gillnet fishers and scientists. Building
on work completed in previous years
(1992-1993), the experiment sought to
evaluate the effectiveness of pingers
attached to gillnets to prevent
entanglement of harbor porpoise. The
pingers used in this experiment
employed a wide range of frequencies,
and acoustic features of the devices may
have varied due to battery life; yet the
result was a dramatic reduction in
harbor porpoise bycatch (Kraus et al.,
1995). Scientific concerns remained
after this experiment. It was still
uncertain why the alarms worked;
harbor porpoise may have responded
directly to the sound or the sound may
have mediated the behavior of harbor
porpoise prey (herring). Other
unanswered questions include the
possibility of habituation of harbor
porpoise and other mammals to pingers
over time and the overall environmental
effects of widespread pinger use.

As a result of the success of the
scientific experiment, experimental
fisheries (an experimental fishery is not
a scientifically designed experiment, but
pinger use under uncontrolled fishing
conditions) operated in the fall of both
1995 and 1996 and in the spring of

1996. In the fall of 1996 (Sept. 15-Oct
31) experimental fishery, three harbor
porpoise were caught in 51 observed
trips (198 hauls). Unfortunately, the
results of the spring 1996 experimental
fishery were different from the other
experiments—11 harbor porpoise were
caught in nets with pingers in the
Jeffreys Ledge area (88 hauls, 9 harbor
porpoise), Massachusetts Bay (171
hauls, 2 harbor porpoise), and in the
Cape Cod South Closure Area (53 hauls,
no harbor porpoise) (Waring et al.,
1997).

One possible explanation is that the
positive fall results may have been due
to the pingers’ deterrent effects on
herring (a prey species), which are not
present in the region in spring.
Consequently, the GOMTRT
recommended an additional scientific
pinger experiment in the spring of 1997.
No harbor porpoise were caught in nets
with active pingers in the 1997
experiment, demonstrating that pingers
reduced the incidental catch of harbor
porpoise in sink gillnets during the
spring by almost 100 percent (Kraus et
al., 1997). Based on these findings,
Kraus concluded that these results
appear to disprove the hypothesis that
deterrent effects on herring explain the
discrepancy between results of the fall
and spring experimental fisheries.
However, the 1997 experiment did not
yield any alternative explanations for
the contradictory results of the spring
experimental fishery.

The unanswered questions regarding
pinger success add uncertainty to
predictions of pinger effectiveness in
areas other than those where the
experiments occurred (in both time and
area). In addition, because of a lack of
a control in the 1996 experimental
fishery, conclusions cannot be drawn
about the high bycatch observed during
that experiment. Because of these
uncertainties, this proposed rule uses
the results of the scientific experiments
to assess the effectiveness of pingers in
reducing harbor porpoise bycatch in the
GOM. NMFS recognizes that sufficient
monitoring of this fishery must occur
during plan implementation to ensure
that pingers adequately reduce harbor
porpoise bycatch.

Closures for short periods of time in
discrete areas have a number of
problems that decrease their
effectiveness in reducing marine
mammal bycatch. Changes in
distribution of fishing effort or in annual
abundance and distribution of harbor
porpoise may render these closures
ineffective. The advantage of using
pingers is that they can be employed
over a wide geographic area for a long
period of time while still allowing the

fishery to continue. The principle
findings of the Acoustic Deterrence
Workshop in 1996 (Reeves, et al.) noted
that “it is appropriate to proceed with
the full-scale integration of pingers into
the management regime for the NE
multispecies sink gillnet fishery
provided that the regime includes
observer and monitoring programs
adequate to verify that the bycatch
remains acceptably low and that no
non-target species is affected adversely’.

Summary

In summary, based on reviewing the
results of previous pinger experiments,
the recommendations from the 1996
Acoustic Deterrence Workshop, and the
discussion during the GOMTRT meeting
in December 1997, this proposed rule
would require widespread pinger use in
the NE multispecies sink gillnet fishery.
Data from the scientific experiments
support a minimum 80 percent
effectiveness rate estimate in the Mid-
Coast area in the fall and in the spring.
Therefore, NMFS will apply these
pinger effectiveness rates to fall and
spring pinger closures proposed in other
areas (Cape Cod South and Offshore)
that lack experimental data.

After implementation of this plan,
NMFS will review harbor porpoise
bycatch rate by June 30 (i.e., after the
spring fishing season) of each calendar
year to ensure that the expected pinger
effectiveness rate is being realized.
Additionally, this proposed rule
includes a provision that would allow
the Assistant Administrator to make
adjustments in the time or area of
closures if unexpected high bycatch
occurs during a given year.

The major benefit of this aspect of the
HPTRP is that by establishing closures
requiring pingers, it implements a
bycatch reduction strategy for several
months on either side of complete
closures. This should help with the
inter-annual and monthly variability
problem that may have contributed to
keeping total bycatch at relatively
unchanged or increasing levels for the
last several years.

Pingers were discussed at length as a
management option by the MATRT. As
a management strategy, it is appropriate
for many reasons to proceed with full
scale integration of pingers to reduce the
incidental bycatch of marine mammals
in the NE multispecies sink gillnet
fishery as a whole. However, caution
has been urged by scientists and the
GOMTRT and MATRT in applying the
assumptions demonstrated in New
England to other geographic areas, gear
types, and times. Based on
recommendations of the Acoustic
Deterrence Workshop, acoustic
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deterrents should not be used in
fisheries where other non-acoustic
management strategies are likely to be
equally effective.

Comments and Responses

NMFS received numerous comments
during the 60-day comment period
following its August 13, 1997, proposed
rule. NMFS received further comments
when it reopened the public comment
period following the December 16-17,
1997, meeting of the GOMTRT (97 FR
32474). The following are NMFS’
responses to the comments received on
the August 1997 proposed rule.

Proposed Schedule of Closures/Pinger
Use

NMPFS received several comments
regarding the proposed schedule of
fishery closures and required pinger
use. NMFS has considered these
comments in light of new information
on harbor porpoise bycatch and relevant
fishery management actions that have
occurred since the publication of the
proposed rule. NMFS believes that the
proposed HPTRP represents the best
comprehensive management strategy for
both reducing U.S. harbor porpoise
bycatch and rebuilding groundfish
stocks under Framework 25 the NE
Multispecies FMP.

Comment 1: For the Mid-Coast Area,
several commenters suggested
alternative schedules of fishery closures
and required pinger use from that
proposed.

Response: The new proposed rule
would close the Mid-Coast Area from
September 15 through May 31, but
allow sink gillnet gear with pingers
during that time period. The proposed
rule does not include a complete closure
in the Mid-Coast Area. However,
Framework 25 to the NE Multispecies
FMP provides three 1-month closures in
different sections of the Mid-Coast Area.
Additionally, Framework 25 includes a
year-round closure of parts of Jeffreys
Ledge and Stellwagen Bank which
NMFS expects will provide protection
for harbor porpoise.

NMFS expects that the closures under
Framework 25, in combination with
pinger requirements for extended
periods of time in the months on either
side of the closure, will ensure adequate
bycatch reduction. If the NEFMC makes
changes to Framework 25 that NMFS
expects would result in increased
harbor porpoise bycatch, the Assistant
Administrator could, under the new
proposed rule, make adjustments to the
timing or area of a closure.

Comment 2: One commenter
proposed an alternative schedule of
closures and pinger use for the

Massachusetts Bay area as follows: (1)
maintain March 1 through March 31
closure and (2) close this area to fishing
during February and April except to
vessels participating in an experimental
fishery with pingers.

Response: NMFS is proposing for the
Massachusetts Bay Area: (1) March 1
through March 31 closure, (2) February
1 through February 28/29 and April 1
through May 31 closures, but fishing
with pingers allowed. Therefore, an
experimental fishery under the
Magnuson-Stevens Act will not be
necessary because the NEFMC will be
asked to mirror the MMPA regulations
in the current Magnuson-Stevens Act
closures.

Comment 3: One commenter
supported the Downeast closure as
proposed by both the GOMTRT and
NMFS in its draft plan.

Response: NMFS is maintaining this
closure, referred to as the Northeast
closure, in the proposed rule.

Comment 4: One commenter
proposed an alternative schedule of
closures South of Cape Cod: (1)
maintain March 1 through March 31
closure and (2) close this area to fishing
during January, February, April, May,
September, October, November, and
December except to vessels participating
in an experimental fishery with pingers.

Response: NMFS is proposing a
similar schedule of closures and pinger
use for the Cape Cod South Area: (1)
March 1 through March 31 closure and
(2) September 15 through February 28/
29 and April 1 through April 30
closures, but fishing with pingers
allowed.

Comment 5: One commenter
mentioned that harbor porpoise takes
have now been observed in the offshore
gillnet area, which was previously
unobserved. The commenter proposed
closing the offshore gillnet area from
January 1 through May 31, and
September 1 through December 31,
except to vessels participating in a
experimental fishery with pingers.

Response: NMFS is proposing to close
the offshore area from September 15
through May 31, allowing pingers
during that time period, with the
exception of the Cashes Ledge Closure
Area (as defined in Framework 25 to the
NEFMP), which will be closed February
1 through February 28/29. In 1996, the
Cashes Ledge Closure Area contained 71
percent of approximately 258 total takes
in the month of February. The high
bycatch previously undocumented in
the offshore area was one of the reasons
that overall bycatch in the GOM has not
decreased, in spite of efforts by the
NEFMC. Consequently, in order for the
overall plan to achieve its bycatch

reduction objectives, NMFS is
proposing a closure in February with
pingers required in the months adjacent
to that closure to address possible shifts
in bycatch. This is the approach used in
all the other high bycatch areas (Mid-
Coast, Massachusetts Bay, and Cape Cod
South).

Comment 6: One commenter stated
that the harbor porpoise bycatch data
presented to the GOMTRT for the
Southern New England area exhibited
significant inter-annual variability
within the 3 years of data collected. The
GOMTRT agreed to extend pinger usage
to this area, but expressed concern over
the minimal amount of observed data
(1992-1994) and the lack of current
data. As a result, the commenter
recommended a re-examination of the
alternatives for the area to better
substantiate the optimal period for
closures and pinger usage.

Response: NMFS agrees that there is
seasonal variability in both harbor
porpoise bycatch and fishing effort.
However, based on recent data, overall
harbor porpoise distribution, and
fishing effort distribution, the HPTRP
incorporates adequate bycatch reduction
measures during those months
(September—April) when harbor
porpoise and fishing effort are most
likely to result in high bycatch, taking
into account possible shifts in harbor
porpoise distribution and abundance or
shifts in fishing effort.

Comment 7: One commenter urged
NMEFS to maintain and enforce the
current closures mandated by the
NEFMC.

Response: See response to Comment 1
for a description of NEFMC and harbor
porpoise proposed closures. The only
change to the current NEFMC closures
is in the Mid-Coast where pingers
would be allowed during March 25
through April 25. In combination with
the other components of the HPTRP,
this is not expected to result in
increased bycatch overall.

Pingers: Specifications and
Implementation Issues

Comment 8: Two commenters noted
that NMFS defined pinger broadcast
parameters in the proposed rule, but did
not provide regulatory guidance as to
how it intends to either certify pingers
as “NMFS approved” or test and enforce
the defined parameters.

Response: The proposed rule
included specifications for pingers that
are required to be used in the NE
multispecies sink gillnet fishery. All
pingers used in this fishery must meet
those specifications. Pinger
manufacturers would be required to
provide documentation that their
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pingers meet the specifications of this
proposed rule. NMFS is not requiring
that manufacturers have their pingers
certified by an independent company to
ensure they meet the specifications.
NMFS will periodically monitor
whether the pingers used by the fishery
meet the specifications.

Because the harbor porpoise bycatch
rate will be carefully monitored, NMFS
expects that both manufacturers and
fishers will be aware of the importance
of technically correct and properly
maintained pingers. If bycatch increases
because of improper pinger use or non-
effective acoustics, more restrictive
measures to reduce bycatch may be
warranted. Additionally, a program that
is part of the HPTRP would be in place
to monitor pingers during normal use to
ensure that acoustics of pingers do not
change with time and that they maintain
the acoustical characteristics specified
by the manufacturer.

Comment 9: In the proposed rule,
NMFS included a description of a
pinger, including specific pinger
parameters. The manufacturer and
technical supporter which provided
pingers used in the GOM pinger tests
believes the following to be a more
accurate description of the acoustic
deterrent device used in the NE
multispecies sink gillnet fishery:
“‘operates at 10kHz (plus-minus 1 kHz)
broadband (contains important
harmonics) frequency at 134dB (plus-
minus 4dB) re 1 micropascal at 1 meter
output level, with 300 milliseconds
(plus-minus 30 milliseconds) pulse
width, and 4 seconds (plus-minus 400
milliseconds) pulse rate”.

Response: The pinger specifications
defined in NMFS’ August 13, 1997,
proposed rule accurately reflect the
pingers used in the GOM pinger
experiments, yet allow for a reasonable
range of manufacturing variability to
ensure these pinger broadcast
parameters can be produced by different
manufacturers. Therefore, no change in
the specifications is proposed.

Comment 10: One commenter
suggested that NMFS require that
vessels carry four spare pingers in case
of pinger malfunction.

Response: NMFS does not agree that
vessel owners should be required to
carry a specific number of spare pingers
in case of pinger malfunction; the
requirement that all pingers deployed
must be “operating and functional”
provides adequate direction to vessel
owners.

Comment 11: One commenter
supported the NMFS proposal that
gillnetters be required to use the same
pinger placement as was used in the
GOM pinger experiment.

Response: NMFS has maintained this
provision in this proposed rule.

Comment 12: Two commenters urged
NMPFS to immediately conduct the
GOMTRT’s recommended research on
the effect of pingers on harbor porpoise
and other marine life and on the
habituation of harbor porpoise to
pingers.

Response: A study to evaluate the
habituation and displacement question
has been funded. As part of the non-
regulatory components of this HPTRP,
NMPFS is developing a research plan to
assess long-term ecosystem impacts
from widespread use of pingers.

Comment 13: One commenter
suggested that if pingers are shown to
have an adverse impact on harbor
porpoise and other animals in the
ecosystem, NMFS should close those
areas that are currently proposed to be
open with required pinger usage.

Response: If pingers are shown to
have an adverse impact on harbor
porpoise, NMFS will reconvene the
TRTs to evaluate other alternatives,
including, but not limited to, fishery
closures.

Comment 14: Three commenters
stated that NMFS’ proposal to provide
printed educational material on pingers
is inadequate, and that NMFS should
conduct pinger workshops and make
attendance mandatory. Additionally,
one comment added that the GOMTRT,
at its December 1997 meeting, strongly
urged NMFS to undertake the
recommended certification process.

Response: NMFS agrees and plans to
conduct a pinger certification training
program. After reviewing the 1996
bycatch data and proposing to rely
further on the widespread use of pingers
in this proposed rule, NMFS determined
that a pinger certification program
should be required for fishers that want
to fish with pingers in closed areas.
NMPFS believes that this is an important
aspect of the plan, especially given the
anomalous results of the 1996
experimental fishery. If these results
were partially due to improper pinger
use by fishers, NMFS would expect that
this mandatory training and certification
program would increase the chances
that pingers would be highly effective.

The GOM component of the HPTRP
would require that all fishers who wish
to fish in an area where pingers are
required must attend a pinger
certification training program. The exact
delivery method of this program has not
been determined, but operators of
fishing vessels would be required to
have a certificate documenting that they
have received training/certification on
board their vessels if they are fishing in
a closed area, with pingers.

Comment 15: Two commenters stated
that concerns of unintended effects of
pinger use are greatly overblown. Based
on the results of the spring 1997
experiment, NMFS should allow
widespread use of pingers in GOM.

Response: Uncertainties do exist
surrounding potential unintended
effects of pinger use, but these effects
are not expected to be significant.
However, this cannot be tested until put
into application. Therefore, NMFS is
proposing widespread pinger use,
accompanied by scientific studies, to
evaluate both habituation and
displacement of harbor porpoise and
over-reaching environmental effects
from widespread use. If data from the
monitoring program indicate that
pingers are not working, the Assistant
Administrator could, under this
proposed rule, make adjustments in the
time or area of closures.

Census of Gillnet Fleet

Comment 16: Several commenters
stressed the need for NMFS to conduct
a census of the NE multispecies sink
gillnet fishery. Without this, one
commenter questioned how NMFS will
conduct outreach to the fishing
community, determine if all fishers are
registered, calculate an accurate bycatch
estimate, or evaluate whether it is
achieving the goals of the MMPA.

Response: The GOMTRT
recommended that NMFS conduct or
support a census of the sink gillnet fleet
to determine seasonal effort type, and
amount of gear fished, target species,
and areas fished. NMFS has assessed the
usefulness of vessel logbooks for a
number of purposes and has more
clearly defined the procedures used in
collecting both fisher and dealer
information to insure accuracy.
However, the GOMTRT noted that
development of a reporting system that
provides timely, consistent, and
thorough measures of fishery effort may
require an overhaul of existing reporting
mechanisms. Toward this end, NMFS is
working as a partner in a cooperative
effort between the Atlantic coastal states
and the ASMFC on development of the
ACCSP. The ACCSP has been designed
to solve some of the inherent problems
of current fishery statistic data
collection systems. NMFS partially
funded and participated in development
of the bycatch component of this system
and expects that it will improve the
agency’s ability to accurately reflect
fishing effort and bycatch in both state
and Federal fisheries. When fully
operational, this system is expected to
solve some of the problems addressed
by this comment.
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Comment 17: In the preamble to the
earlier proposed rule, NMFS stated that
it was examining the usefulness of
fishing logbooks for effort estimation
and the feasibility of technological
alternatives and requested comments.
One commenter recommended that
NMFS summarize what it has done to
investigate the possible alternative
methods of estimating fishing effort and
the results of such efforts. Two
additional commenters urged NMFS to
make the technological changes
necessary to achieve real-time
monitoring of effort, landings, and
bycatch.

Response: The ACCSP (discussed in
response to Comment 16) has been
designed to solve some of the inherent
problems of current fishery statistic data
collection systems. This system was
designed with considerations such as
whether or not new reporting
mechanisms or new methods of effort
calculation were needed. The program’s
implementation phase has already
begun, but NMFS expects that such a
comprehensive system will require a
significant amount of time to become
completely operational. NMFS will
provide an update on the progress of
this program at the next meeting of the
GOMTRT.

Reconvening the GOMTRT

Comment 18: Three commenters
suggested that NMFS reconvene the
GOMTRT and provide it with the results
of the spring 1997 pinger experiment.

Response: NMFS reconvened the
GOMTRT on December 16 through 17,
1997. NMFS provided the GOMTRT
with an analysis of the results of the
spring 1997 pinger experiment and with
updated estimates of harbor porpoise
takes in both the GOM and Mid-
Atlantic. Based on this information, the
GOMTRT made recommendations to
NMEFS for further reducing the
incidental take of harbor porpoise in the
GOM which have been incorporated
into this proposed rule.

Comment 19: One commenter
commended NMFS for conducting the
spring 1997 pinger experiment,
immediately completing the
experimental analysis, and providing
this information to the GOMTRT.

Response: No response necessary.

Comment 20: NMFS should consider
combining the two harbor porpoise
TRTs, or having joint meetings to more
effectively reduce harbor porpoise
bycatch throughout the range of the
species.

Response: NMFS is considering
combining the GOMTRT and MATRT
(see response to Comment 23). NMFS is
proposing one HPTRP to address the

bycatch of harbor porpoise throughout
their U.S. range. The gillnet fisheries in
the GOM and Mid-Atlantic have
different characteristics and, thus, have
different management strategies
available for reducing bycatch. To
address the individual management
needs of these gillnet fisheries, NMFS”
proposed HPTRP includes separate
GOM and Mid-Atlantic components.

Comment 21: NMFS should
reconvene the GOMTRT semi-annually
and provide it with data necessary to
review whether the HPTRP is meeting
its objectives.

Response: NMFS intends to
continually review the data to
determine when a team meeting is
warranted. The GOMTRT is expected to
be reconvened no less than annually.

Bycatch Reduction—Allocation of PBR

Comment 22: One commenter
supported the approach recommended
by the GOMTRT for allocating PBR
between the GOM and the Mid-Atlantic
areas. The commenter stated that PBR
can not be allocated by region, and that
each fishery should reduce takes by the
same percentage.

Response: NMFS has taken this
approach, proposing a 79 percent
reduction in both regions as agreed to by
the TRTs.

Comment 23: Two commenters
suggested that NMFS reconvene both
teams jointly to address the PBR
allocation issue, and that NMFS should
provide guidance on what type of
allocation would be acceptable.

Response: NMFS agrees that this idea
has merit with respect to looking at
harbor porpoise bycatch issues overall,
but the fisheries involved are so
different that it would be difficult to
deal with specific plan elements in
combination. Accordingly, NMFS will
consider reconvening both teams jointly
to address several aspects of the bycatch
reduction strategies for harbor porpoise.

Comment 24: One commenter noted
that the preamble to the earlier
proposed rule stated that “‘an equitable
allocation scheme will be developed for
each segment of the fishery”. The
commenter further noted that separate
plans have been developed between the
regions with available PBR accounted
for within each plan, and any allocation
scheme or reallocation scheme is
unnecessary for discussion in the final
rule.

Response: No reallocation is
proposed. See response to Comment 22.

Implementation of HPTRP

Comment 25: Several commenters
opposed implementation of a TRP under
the Magnuson-Stevens Act. Three

commenters noted that it would not
have as broad effect as implementation
under the MMPA and would exempt
those fishers who fish in state waters
but do not have a Federal permit. Two
commenters expressed concern that
implementation under the Magnuson-
Stevens Act would further delay the
implementation of the TRP. Two
commenters objected because fishery
management councils were officially
represented on the GOMTRT, and their
subsequent involvement in this plan
might undermine the take reduction
process. Two commenters stated that
implementation solely under the
Magnuson-Stevens Act violates the
intent of the MMPA.. Finally, one
commenter noted that NMFS would not
be able to effectively monitor whether
the TRP is achieving its objectives if
implemented under the Magnuson-
Stevens Act.

Response: The current proposed rule
would implement the proposed HPTRP
under the authority of the MMPA.
Therefore, fisheries in state waters
would be subject to the regulations.
Baitnets are exempted in this proposed
rule, as discussed in NMFS’ response to
Comment 28. Through the ACCSP
program of cooperation with the States,
and through NMFS’ monitoring
activities, fisheries in state waters will
be monitored for potential bycatch (see
response to Comment 16).

NMFS disagrees that implementation
under the Magnuson-Stevens Act
violates the MMPA. The MMPA
requires NMFS to reduce the incidental
bycatch of marine mammals in
commercial fisheries to below the PBR
level for strategic stocks. If this goal
could be accomplished through
Magnuson-Stevens Act actions, it would
not be in violation of MMPA
requirements.

Comment 26: Two commenters urged
NMFS to implement a TRP under the
emergency authority of the MMPA
because harbor porpoise takes exceed
the PBR level and because it is illegal
for NMFS to delay further.

Response: An emergency action under
MMPA requires any such action to be
based on a commercial fisheries bycatch
that is “*having, or is likely to have, an
immediate and significant adverse
impact.” The current bycatch levels
have long been recognized as having a
significant and adverse, but not
immediate, impact on this population.
This is recognized by the agency in
recent Stock Assessment Reports and
the establishment of the GOMTRT. The
total bycatch is high, but does not
trigger the need for an immediate
response due to the possibility for
irreversible harm to the population.
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OQutreach

Comment 27: One commenter
commended NMFS for its extensive
efforts to educate the fishing industry
about whale bycatch issues and to bring
about more whale-friendly fishing gear
and practices. The commenter suggested
that NMFS include harbor porpoise in
this initiative. Because the constituent
groups largely overlap, the two
initiatives could reinforce each other
with little additional effort. One
commenter suggested that public
outreach programs encompass all take
reduction plans so that such efforts
could be focused and coordinated.

Response: NMFS agrees and has
coordinated the public outreach efforts
for the Atlantic coast take reduction
efforts. NMFS has recently conducted
TRP informational programs to
communicate the purposes and goals of
the plans to the commercial fishing
industry. These programs, conducted in
conjunction with East Coast commercial
fishermen’s exhibitions, gave
commercial fishers the opportunity to
learn more about the TRP process, and
to express their concerns in person to
NMFS managers and biologists.
Informational programs were held in
several locations in the Northeast and
Mid-Atlantic region. Handouts were
developed and distributed describing
the TRPs and the new mandated process
for managing interactions between
commercial fisheries and marine
mammals. Educational fact sheets
informed fishers of appropriate action to
take in cases of whale entanglement and
provided guidance on identifying
specific species of marine mammals.
Seminars and panel discussions were
conducted detailing the specific
requirements of the existing take
reduction process and provided an
opportunity for input from fishers and
other interest groups.

Harbor Porpoise Mortality in Other
Fisheries

Comment 28: Several commenters
noted that harbor porpoise bycatch is
likely in other fisheries, including
baitnets and other fisheries in state
waters. NMFS should ensure that
bycatch in these fisheries is addressed.
One commenter further noted that
baitnets and other fisheries in state
waters may be exempt from the
restrictions of the HPTRP if it is
implemented under the Magnuson-
Stevens Act.

Response: Because the regulations
would be issued under the authority of
the MMPA, fisheries in state waters
would be subject to them. Baitnets
would be exempt under the new

proposed rule because they are tended,
are limited in length, and only fished for
short periods of time. The GOMTRT
agreed that they are unlikely to take
harbor porpoise. Through the ACCSP
program of cooperation with the States,
and through NMFS monitoring
activities, fisheries in state waters will
be monitored for potential bycatch.

Comment 29: One commenter
expressed concern that mid-water trawls
are operating in harbor porpoise habitat
at times of high use by the animals, and
urged NMFS to investigate this possible
source of mortality.

Response: NMFS is aware that an
Atlantic herring trawl fishery may be
operating in the Northeast at times and
in locations where there is a high
density of harbor porpoise. This fishery
is comprised of approximately 35
vessels operating in the Northwest
Atlantic. NMFS currently has the
authority to place observers on pelagic
herring trawl vessels under the
Magnuson-Stevens Act.

Because this herring trawl fishery
uses similar gear to the Atlantic squid,
mackerel, butterfish trawl fishery (a
Category Il fishery), and because of its
potential to interact with harbor
porpoise, NMFS is analyzing existing
information on the levels of serious
injury and mortality of marine mammals
that are occurring incidental to this
fishery and will propose adding this
fishery to the List of Fisheries for 1999.

Enforcement

Comment 30: Two comments were
received concerning enforcement. At the
re-convening of the GOMTRT in
December 1997, data indicated that
fishers are fishing in closed areas and,
in some cases, are fishing without
pingers in areas and during periods
when they are required. No enforcement
action had been taken. Both the U.S.
Coast Guard and NMFS Enforcement
representatives present at the meeting
admitted that, at this time, they have no
means to monitor compliance with
requirements for using pingers. The
commenter urged NMFS to enforce the
provisions of the HPTRP and the
Multispecies FMP.

Response: NMFS is concerned about
enforcement. The primary objective of
the observer program, which is a
function of the Northeast Fisheries
Science Center, is to provide NMFS
with unbiased scientific information on
protected species and fishery issues for
purposes of stock assessments and
bycatch estimates. For fisheries where
observer coverage is mandated, those
data can be made available to
investigators if requested. NMFS
Enforcement is investigating this

information and has already initiated
dialogue with the observer program on
the issue of confidentiality of observer
data, but this has not yet been resolved.
However, an important part of the
message to fishers is that if pingers are
not used, or are used improperly,
bycatch will most likely increase. If this
occurs, more restrictive measures (i.e.,
closures) to reduce bycatch will be
considered.

Comment 31: One commenter
supported NMFS’ proposal to have
Special Agents from the NMFS’
Enforcement Division attend upcoming
GOMTRT meetings in an effort to
facilitate enforcement of the HPTRP.

Response: Officials from both NMFS
Enforcement Division and the U.S.
Coast Guard attended the December
1997 meeting of the GOMTRT. This is
expected to continue.

Re-Evaluate Proposed HPTRP

Comment 32: Several commenters
noted that new information suggests the
proposed GOMTRP will not be
sufficient to reduce harbor porpoise
takes below the PBR level and urged
NMFS to reconsider its proposal. One of
the commenters recommended that
NMFS proceed with a separate
emergency rule to reduce harbor
porpoise bycatch south of New England
in winter/spring 1998 and/or modify the
proposed GOMTRP to further reduce
projected bycatch levels, given the
expected takes south of New England.

Response: NMFS has re-evaluated its
August 1997 proposed rule in light of
new information on harbor porpoise
bycatch, the results of the spring 1997
pinger experiment, and relevant fishery
management actions and agrees that the
1997 proposed rule would not be
adequate to reduce bycatch to required
levels. This new proposed rule is
expected to reduce the incidental takes
of harbor porpoise in the GOM and Mid-
Atlantic to the PBR level.

Comment 33: One commenter
indicated that a vessel buyback program
in the GOM, designed to reduce
groundfish effort, has reduced the
number of sink gillnet vessels.
Additionally, the commenter noted that
some vessels have left the fishery for
other fisheries or for other reasons. The
commenter urges NMFS to consider this
issue, as a reduction in fishing effort
should effect the potential for
interactions with harbor porpoise.

Response: The bycatch rate for harbor
porpoise in the GOM provides the basis
for the plan and considers fishing effort.
In the past, regardless of the possible
decrease in fleet size and/or fishing
effort, neither the bycatch rate nor the
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total bycatch of harbor porpoise in the
GOM has decreased.

General Comments

Comment 34: One commenter was
concerned that Canadian bycatch of
harbor porpoise has decreased
significantly due to the extraordinary
limitation of fishing effort in Canada to
protect groundfish. As these groundfish
stocks recover, and fisheries resume
normal operations, the commenter was
concerned that mortality of harbor
porpoise in Canadian waters will
increase. The commenter recommended
that NMFS work formally with the
Department of Fisheries and Oceans in
Canada to assure equivalent planning to
reduce mortality.

Response: Canada has, within the last
few years, developed its own harbor
porpoise conservation strategy. It has
developed an observer program to
document takes and has also developed
its own bycatch estimates. Canada also
has a restriction in place that allows
them to immediately close the fishery if
more than a certain number of animals
are caught. Canada has also
incorporated pingers into its
management strategy. NMFS intends to
keep abreast of Canadian conservation
activities and the status of the fisheries.

Comment 35: One commenter
expressed overall support for the
proposed GOMTRP.

Response: Given the information on
bycatch and the distribution of fishing
effort available when the proposed
GOMTRP was published, the proposed
take reduction measures were expected
to adequately reduce harbor porpoise
bycatch levels in the GOM.

Since the publication of the earlier
proposed rule, however, new bycatch
and fishery information became
available which indicated significant
changes were needed in the original
draft HPTRP and proposed rule to
achieve the PBR level. In addition, the
MATRT submitted its report to NMFS
which presented new information on
the level of bycatch in the Mid-Atlantic
region. The GOMTRT reconvened on
December 16 through 17, 1997, to
discuss this information and to provide
additional comments to NMFS. The
combination of these actions led NMFS
to decide to integrate the initially
separate plans into one comprehensive
plan. Since the HPTRP is substantially
different than the GOMTRP, NMFS is
publishing this new proposed rule to
replace the earlier proposal.

Comment 36: One commenter stated
that NMFS is in violation of the MMPA
for inadequately protecting harbor
porpoise. The most recent data indicate
that: (1) current harbor porpoise bycatch

is three times the PBR level, and there
has been no meaningful reduction in
harbor porpoise bycatch; bycatch has
actually increased in some areas, (2)
there are takes occurring in the offshore
gillnet fishery (which was previously
unobserved), (3) pingers are not as
effective in experimental fisheries as in
controlled experiments, (4) NMFS has
not completed research on the
unintended effects of pingers, (5) illegal
fishing with harbor porpoise takes are
occurring in closed areas, and (6) no
enforcement actions are being taken.
Additionally, the commenter noted that
NMFS has not complied with the
statutory deadlines for convening a
GOMTRT or publishing an HPTRP. The
commenter noted that NMFS must take
strict and immediate action to reduce
the deaths of harbor porpoise in the
GOM.

Response: NMFS agrees that data
indicate that harbor porpoise bycatch is
close to 3.5 times the PBR level. Bycatch
has decreased in those areas where take
reduction measures have been applied,
and bycatch has increased outside of
those areas. Consequently, the overall
bycatch has remained relatively
unchanged. NMFS acknowledges that
there are harbor porpoise takes in
offshore areas and has incorporated
management measures into this
proposed rule to reduce this bycatch. It
is currently unknown whether pingers
are as effective in experimental fisheries
as they were in scientific experiments
since the experimental fisheries had no
controls—therefore, it was unknown
whether the bycatch rate would have
been higher in nets without pingers and
if so, how much higher. Consequently,
NMFS is preparing to monitor bycatch
as an indicator of whether or not pingers
are enough of a management option.
NMFS is currently supporting a research
project to study habituation and
displacement of harbor porpoise by
pingers. NMFS agrees that observer data
are available that appears to indicate
that fishers may have been in closed
areas, and is conducting an
investigation that will result in
enforcement actions.

Comment 37: One commenter
suggested that NMFS reevaluate the
current weighout landings system for
determining bycatch levels because
commenter believes it is an inaccurate
method of derivation of actual bycatch
rate.

Response: In order to estimate bycatch
levels, the unit of fishing effort must be
correlated to bycatch and must be an
accurate representation of what is
occurring in the fishery. Currently,
weighout data are considered the best
and most complete unit of effort for the

sink gillnet fishery that meets this
requirement. Logbooks are being
evaluated for their contributions to
effort projections and were used in the
1996 analysis to estimate the
distribution of effort by area. As
logbooks improve, they may become
more useful. However, at the current
time many of them are inaccurately or
incompletely filled out. Therefore,
fishers need to realize the importance of
providing complete and accurate
information that allows NMFS to make
better analyses in many areas including
bycatch.

Comment 38: One commenter
requested that NMFS consider the trip
boat category in developing the final
GOMTRP. The commenter noted that
this would promote the use of “day
setting” where vessels retrieve gear
before returning to port; this results in
shorter trips and a cleaner, more
directed fishery.

Response: The HPTRP is expected to
meet bycatch reduction goals. However,
this idea has merit for future
discussions at take reduction team
meetings should additional measures be
necessary in the future.

Comment 39: One commenter noted
that NMFS should specifically state in
the final HPTRP that the goal of the
HPTRP was to reduce incidental takes of
harbor porpoise to below the PBR level
within 6 months of the plan’s
implementation.

Response: This is described above in
the supplemental information section.

Comment 40: One commenter
requested that NMFS specifically state
in the final rule that the HPTRP had
determined that its draft plan would
reduce incidental take levels in the New
England fisheries to 376 harbor
porpoises. NMFS should further specify
the total number of harbor porpoises
projected to be taken under its proposed

lan.
P Response: The HPTRP and EA
document includes a discussion of the
expected harbor porpoise bycatch levels
under this proposed HPTRP. Overall,
NMFS expects harbor porpoise bycatch
in the NE multispecies sink gillnet
fishery to be reduced to 309 animals per
year and expects harbor porpoise
bycatch in the Mid-Atlantic coastal
gillnet fishery to be reduced to below 50
animals per year.

Comment 41: One commenter
requested that NMFS explain the reason
for delay in publishing the TRP and
how it will avoid delays in future.
NMFS should commit to acting
expeditiously on future TRPs.

Response: Two primary reasons
caused delays in acting on the rule
proposed in 1997: (1) New information



Federal Register/Vol. 63, No. 176/Friday, September 11, 1998/Proposed Rules

48685

on bycatch was available and the
GOMTRT had requested that NMFS
convene the team when the 1996
bycatch estimates became available and
(2) management actions being
considered under the Magnuson-
Stevens Act for GOM cod were expected
to have a significant impact on the sink
gillnet fishery in New England in the
areas that are also responsible for high
bycatch of harbor porpoise.
Development of a revised proposal was
pending an analysis of the impacts of
this new information.

Classification

The proposed rule has been
determined to be significant for
purposes of E.O. 12866.

NMFS prepared an IRFA that
describes the impact this proposed rule,
if adopted, would have on small
entities. The need for, and objectives of
this proposed rule and a summary of the
significant issues are described
elsewhere in this preamble. The GOM
sink gillnet and Mid-Atlantic coastal
gillnet fisheries are directly affected by
the proposed action and are composed
primarily of small business entities.

In formulating this proposed rule,
NMFS considered a number of
alternatives: Alternative 1, the proposed
action; Alternative 2, no action;
Alternative 3, wide-spread use of
pingers; and Alternative 4, wide-spread
time and area closures.

Alternative 1, the proposed action, a
combination of area closures and pinger
requirements, is the preferred
alternative because it will achieve the
goals of the MMPA while minimizing
the overall economic impact.

Under Alternative 1, it is estimated
that 113 vessels (41% of total, 64% of
impacted) would see their total costs
increase more than 5%. If the 10%
threshold is used, 70 vessels (26% of
total, 40% of impacted) would see their
total costs increase more than 10%. The
cost increase was due to purchasing
new gear or pingers, and the cost of gear
marking requirements. Vessels could
avoid these cost increases by not fishing
during the time periods when they
would have to modify their gear or use
pingers. However, they would then lose
some percentage of their yearly profit.
The total economic losses of the
proposed action from the New England
and the Mid-Atlantic regions are
estimated to be between $613 thousand
dollars and $5.3 million dollars
depending on the number of vessels
which can shift their effort to open areas
and the number which use pingers.

The costs associated with this
proposed rule are not related to
reporting requirements. To the extent

that the proposed rule would allow
fishery participants to select whether to
acquire a new gear type or avoid the
time/area closures, performance
requirements can be substituted for
design requirements at the participant’s
discretion. Since most of the affected
entities are small entities, providing an
exemption for small entities would not
enable the agency to meet the
conservation and management goals of
the MMPA.

Currently, the NE sink gillnet fishery
is subject to regulations under the NE
Multispecies Fishery Management Plan.
Recent NE groundfish conservation
measures were proposed under
Framework Adjustment 25 to the NE
Multispecies FMP. The predominant
Mid-Atlantic gillnet fisheries are not
subject to regulations under a fishery
management plan at this time. The
proposed rule is designed to
complement Framework 25 and other
fishery management regulations. The
recommendations of the GOMTRT were
modified by NMFS to take into
consideration the combined effect of
Framework 25 and the HPTRP on NE
fishermen.

Under Alternative 2, there would be
no additional costs to the fleet either
through gear modifications, purchase of
pingers or losses in surplus due to time
and area closures. Therefore, based on
costs which the fleet would incur, this
alternative is the least costly when
compared to the proposed action or
non-preferred alternatives. However,
there is a much larger cost in terms of
foregone harbor porpoise protection.
Based on the contingent valuation study
conducted by the University of
Maryland (Strand, et al., 1994),
households in Massachusetts were
willing to pay between $176 dollars and
$364 dollars to eliminate human
induced mortality of 1,000 harbor
porpoise. Using the lower figure of $176
dollars multiplied by the number of
Massachusetts households, and
amortizing the total using a 7% rate
yielded a yearly value of roughly $28
million dollars. This means that
decreasing mortality by 1,000 animals
would increase consumer surplus by
$28 million dollars. Therefore, when
compared against the other alternatives,
the status quo is far inferior because it
does not achieve the same level of
consumer surplus due to a higher level
of harbor porpoise mortality.

Alternative 3 would require all
vessels fishing between September and
May in New England, and between
January and April in the Mid-Atlantic to
use pingers. Each vessel owner would
decide whether to purchase pingers
based on their own set of circumstances.

Each pinger was estimated to cost $50
dollars based on information obtained
from Sea Sampling personnel. It is
assumed that there would be one pinger
required per net, and one on each buoy
line. Using the average number of nets
and strings fished in each region, a
weighted average $3,437 dollars per
vessel was estimated for the cost of
pingers which translates into a total
fleet cost of $608 thousand dollars.

The cost of pingers was estimated to
be $608 thousand dollars if all vessels
purchase pingers. However, some
vessels may be unable to afford pingers.
This would increase the total losses
because vessels which were unable to
afford pingers would have to stay tied
up at the dock and therefore lose
revenue. It is assumed that losses in
producer surplus are linearly related to
the percent of vessels which purchase
pingers. For example, if 50 percent of
the vessels use pingers, then the losses
in producer surplus and crew rents will
be reduced by 50 percent. Total pinger
costs are also estimated based on the
percent of vessels which purchase
pingers. Losses calculated using these
assumptions are estimated to be
between zero and $7.4 million dollars.

In reality, vessels can either purchase
pingers and continue to fish, shift their
effort to other areas, or elect not to
purchase pingers and stay tied up at the
dock. Because the time and areas where
pingers are required are quite extensive,
it is unlikely that vessels will be able to
switch areas and continue fishing
without pingers. Without a more formal
model, it is not possible to predict the
number of vessels which will adopt
either strategy.

This alternative is not preferred
because it is highly unlikely that it
could achieve the bycatch reduction
goals of the MMPA for harbor porpoise
because pingers have not been proven to
be effective in all areas at all times. In
addition, there are a number of
scientific concerns regarding the
impacts of widespread pinger use on
harbor porpoise and other marine
organisms.

The total loss in producer surplus and
crew rents for both regions from
Alternative 4 would be $7.4 million
dollars. Overall, 177 vessels would be
impacted for a per vessel loss of roughly
$42 thousand dollars. As described in
the IRFA, the cost to the fishery in terms
of economic impacts would vary by area
closure. Refer to the IRFA for a
discussion of the impacts o